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Separate Pnping is given to this Part In order tlmt it may be filed as 
a separate compilation 


i^vtr M fy q 'T r 

2'2 ^5T, 14ft7 

f^Tt- 3iV »im^r firTcr, 

19 “t 5 =Fr 'ir> ii»nn5T % f^rn Tift'm fwi'i tt 
!1P^, f3T% 'T'^fTT^, ^iWa■ % 

cpTijiif ^ Ti^pj 'iftqftr iiV ^jfx^ »rm7fr srfsTfiprir, 19 ■ 

( 19411 TT -JH) 4?r "jm IJ V|V 4,1 JFT SrPmf ’fTTJPTTfr 
?iT_ ^friT^n =iTs?ir S', ^ a:=T^f ’T«fr 

^frot tr -r '-irnr k, 

JT'ffrf^TT pfi^ TT ii'WT^ S Tfrir srn jts ^ ^ 

f47 'T'- Tif jr fFTiir ttt ■'TTm ■'pt afrirt 

f^rair JT7 imfuPT 4^1 ni f, TaT^'j ^I'r ^rrtr 

f.^rT 'fl ■TTf'J S4 S: fa=lP' fT?TT inr.TfT; 

nai urtT'TI =TJTTH4 T^, ifr W-rfO’ 

T'T ’TiTTF.^ % T,-''-T HPri fS’T»TT >(<T ^i^=T f^Jll ^f=FT ^ 

ST-T, -IFirTT fT=lTT T^'r I 


triFT 

1. 74T Fraqi SIT >Tf5T^ STTT TiVlflT 'flV !TnTH^ mFST (qilfT- 
Fr^rfT. Ills7 ?ri 

2 . =Thfsr ^framWiT ’nW' Ftsit, ih4s if (Fs^ ^=Tir 
'Ti’=sT'T Ftsst sifiT tftt k.) 1^4 71 if, FrfirWfJs TTf^nr 

Ftst inF.Trr, . — 

■' ( 7) TFTa’F'Ttn^i TTT’JTC S' if JTSmrf'JTTf-iFT TT^r fjfffTFf^rr 
TsFr Tfr TTfsTTaff ST TFpnFTT S^T;" 

.■;- TTS ffiTTJfr s ttMtt 74 if, 'ys ( t ) Tr FlRTfsTfeT 
a^T^Tl T’Tlf'FT fw HTTtitT, TT'TITT — 

“fir) TTSsrFsTJpit TT^.ijf^r ? if FtTiTTFisf^TS “w^4j Wsitiit- 
srn TT^fs" sr ’TTwraff st TTSST^TTr ssst," 

■4. TSS FTTjfr S fsSF 7H tT, ( 7 ) % Tl^STcT, farTi^- 

Frfin ‘TsfrrrtiT TTFT. K-T.fTT fslTT TTinST, TT'-rifT ,— 

“( 9 ) ''TFPtF'TOT^I safi'" SI TTqBTi'lfT TT TiTT 


4(|‘) <..1/H7- 1 


(1) 
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(v) ^ if JTm lljfVW 5 (tt, Iwm JTitT# 

ift ursw J)fr nw JT 

3fk f^rf ’fft iw wr 3^^T ^prm^r ^Pfr 

TT^ "pT % ’TT«r prr ' 


p. Tr^'f % 78 if, ('q') ^ 

FfT%p >!rnf w??T:pnTRr fwT uiTEEr, trirffi;:— 

"(fr) inraf'^THKf ^ ir’TnrFtiTF'ir^ *rs^ WrEfiir- 

Tsf^r tr^efTTsflf ttf nr^qr" i 

6. ^'RT ^ MkT^ WTSrff T ^ ^irnT Tr, firT^f^ET'! 

«^'fr vt\ ^pnff, 'snfT'.— 

(PtW 71, 7iqi, 74, 76 *1^ 78 ^FiJIT) 

tr«# FrFmW^TTf WTr afk 71*11 qff sminf 

F^npji-;—Tffir •ifr snF^i % Fwi, ipisiFpimTl Wt 

“irrifTaFFT Jl^7: srPm qn F*mii q^i ftfif »fi 

^ Fatqr ^rpTn 3 % Frf»i iPir fTFrOT % fnp 

7?4tT 1 

iTP^ FqfvTRFwrff 'tjFt 
1 . iiRsmT 'ifw 
1.1 nTsrrrTJi : 

M.i w*ifpiFr sffi: iFi^;—^fipw^n, ^*ir "r ft«iRr 

^>ri ^ fwf 5pf ififr irnn^f, *TMf, nwwffpn ^iWippi *11 feff 
'611191% % RIW if P ^ Fsinii if wF'TSJ'tn jitVpiwk. 
qr qrtT wim qfiiOT if qslRn? CTW, ql vqf Pr^lTTlT & 1 
urmiSTTl, mwqiR 1«lnT if ITTfPD I 

1.1.2 IPHT.’—fRiiSlir % %T !1^¥T qqifr 911 FfPlt’il 9*1 
imi r9?qr spi^qi ftmif pmwwn qfifiqF'iqf if gnRsi ftiqi 
311 11% I !? 9rR»91lll wFtlfHqiT, 1948 ( 1948 911 C.l) if ?lfsi- 
!pF<iii miff % pl'i I 

FlFqllfm SPflRlim, R%fillT, iWP =P1T% sffi Tiflim 91*if % 
qifTspT % fiPT UR'flT 'iPPTi', — 

(i) 5RT F-rFriifamif ifTminafi % 
fr ql Rlrf rFihII if 97f 311 11%; 

■ (ii) gqimft % riFw mh: ?T%q9?T i«im mf ^ % 

fsfTi ^71% % «fif qurir sqqiRT mf 

Fhipt, 

(m) Prfmm art'lfqqf % qTm qi tre%f % nT*r fipim 

T MiFaR >61 feqi ml n%, mV 

(>9) W'T TwfJKf qi Rmpif 1 : 1*1 uDiriitm %T ifniqiii 
mT Fqqfmn fmqi mr urn afV feff FqfmjrfmRiiif 
*11 fVfmm RiRRit % rnfm % mrFmir mf frrqi 
*1 *1%; 

(ii:) vr.' YV % qm^r %t mm % (V* Vsn^m afn 
iiTm fmi -.ir'.Rii rnimfVi mms (irfm, iim afii 
liifTRj FTvmr iffi muii ir m/n rmr mV mmiff % 
im, m'r 'fV ^Vimqmi mVi jVff: 

(iv) Rii"-' -i-tiim. 3'mi mV *iiiFi9im ml 'rnimniPif mV 
■ilm Iff,I'm ^ m mr^iR-w fTm.q mf mmrm lam 
ml* 7T'Ai umi 'fir iTTF'; % fmi> ciimi^im 
1W7 ! i Ar-mi’i, fijimii' sfkTi .^ffi m*smr 

n q’ftmi'Tr 3719111 % inifriiPTiiq mrf R fi ir q-ii T 
-■*■*1 If T-’-mrimT iRitm 'iVi; 


1 ] 3 mu tram ■—WtitV if ri^'pi mm mV V 
iqifiVf ipi sfV iJTRRii ^tir Tfpff % im jrin 1 

1.1.4 mRlw JR fmTmR--—MqTniimi % mmfw mm nff* 
n-iq mmEmimf %r ml mifmrif qr mV imrpm mi 5iPi>Pm mmim 
rnim 1191%' mrnifif'tii 1 7*14 % fTiff 371^911 37711 nVf % 719111 

FfR'dimi mppiT I 

1.2 Fwi 37371: 

fariFT rnifnrff % fm'*, fW mWimf n 

FmFimfm m?3%Fm*7 PiiV 7 m if 9*r % FmR 

Fimiv f%7 77 ifTn '{791 %5n 91 37313 fVn mppii 1 93 

nMr if 519m % Pri 77151191 9 % wttitt 9 % rnirnff sV vnw^‘ 

^ fV 11^ % *lftr6 msTTI 717 TT 

ErraiftmTi (Trf frpfTmTi) % nieTm if tit mf^miiTtF^i 
^ I fWf 97 1F7177 Pup mri 71 affi 37 % 77TIT 1471911 m 71 

TTifPriiTm % fmm mfm 9 % mipTf aV 3797 nfiVi iiai 317.71 1 

tTlHTfuiTTfl mmf if 1f«ff 73^ 9% TTTf aV lf7F{l%r 9117 % 
Pit pnnw fV{ mi% 9% imi miTf i FifWi ifP^nmi % 7?^ 
aV 37% tVtt HTf PimfTiT'ii %mf 9% Pn mPiFTm tw 
9R%' 9% • nTffii 9% rnriiff I P?ff Tmumf % TPimni wiPii mm 
7i7%f % 777R mfr' 9% mivff affi 37911 'hFt^ti iw mFprr i 
Piff tPhttP f% miif sifi iffm7?7 91171 mPTmii w Vnf 
Vy % 7%f7 9 % rniPTf I FTfRTVmrVf iM if Tifajm 9irf79ii 
9% 7%7 1^777 7471 791 fr fmffFuTTf ml7>ff I ^771791111 
if ii%i7 911% '%ri 37 % Ftp F 777 tPitt xmif 

'mli’/il aV 77 m>973! aV HyflFT 9% rniifTf I 

p%i aVFiiTf % fqpfTfm % Fmtf Frnmrf 37% aifinT rnianif 
% F75ffTnj4iim %7T rniTTTT ^ 37 wmf # Fmmmm ^ ttitti 
97 ttiFit 9Vff '91 37 rniTimf 9% f%79ri FTmfTFpiiim 77m 
^ 1937 mi T'7T if, % 7T7 FtPit Putt mi 791% ^ 71 31? 37 
TTTlTf if PlTl rni 79171 ^1 

2. 9iW 93% 911 1717 afV *m7m m. —PlfTTfTl, 'itW 
911% 97% % TTR (PlPlTfm aV 97lf7mf f%7mm) afV 371971 
% Tf791 79177 797 Pll^ Vff mPp'Timf % 77^97 HlHtff 911 P9791 

FmT 79 7917 f%7ifmT tfiTi 771 f PrFmw affTfem % mfm, 91 W 1 

TlTTf % FtPiT ^ 97 mtfpn iT777 fir 7%, 77T 31 ^ iflTlf 
if FTPifTT, 7infM 71 iirff mri mimf nrr sVfm if 
affTpm % tPt f%7F97 9m% % Pdf TTpT *717 TT 

STraf^Vfi' *fi ■'"hi I 1 

"7VT7iaf7", “mTTfPn” iV “mi^Vr” 7r7fii7f % Fth, 
7®91im %mf if 77f<7 7117 9171 PT''' >{711%, 7191 71% %V 

'TWlfiT 717Pl71 aff* 317171 9% m^ 91^ 71 % PlTlmm II'ITI 

aV TTJfTl % 7lfr7 5771791 mf, 7717 mV 3179)% Tf ttVt 
ITTI'TI ifpfl I 

3. 917977 %f *711*7, 9*7 mV im-»®7i; 

niff mPm mi fm7% 'ttpit p% trtpP 9i79ifi9'9 '%] 
7 ml 3?TT7f 91 7T7 fm791 7'■'14 4 9m%f nmfllTT "ip 7, Til 

ifni if 7 T% %, PramPm miim mfr 97 minip 1 



<tP‘=T=f:rTT3r'T^; 


3(i)] 

jtt wwt frir ^ i ^ 

TTiT TT^r^T ^ ^ r^ 55^^ JTT ■^'I>r =Tr 

■^:'^^^ '^5^7 3' ^fir fl[V FTO fl'l I 

4' a^iff ir 51^7 jm'i srn irf^tart it; 
ffifrr QttfifFf7T''T ^i''d'n 1 % f^TJ Mitii-ri tlF^ri 7^^ 

iftr^^fT^ trr 7,pJ sjw *T[^^f 7ifl'>; TTirr^pTiti'V m ^ gr^r # 
jrfcr ^ jfT^ 8 *rf »frc^ ^) ^ 

^r Trrf^ H<fr sfTifit^; qrr rr^' sft’: f^ffTiiW 

^ cT^rr fT?>'7^ TT'TfT'TTiTr'Tr utvr TircJr ff 'jt ^ 7 ^ 7 % 

ipy 3[rr wK aft’; w ft, afr^TTt: fftfftfftftt ^ fircj -jfr- 
Tiftf % ’’iTft fth; ftr^Wf 'inft ^ ipTir ft ftft wftf ^rthriff ^ 
fftft ftTft ft ^'lT]ft ftTT7 aftr ^q- Ep'r 377 ft 77 fiTft ^r^rft 771^7 
ft irft ^7777 7TiTi7j’'fftft fti^ft, fftrft T^ft, ^'rftf 7ft’ftTX-ftr 
7 ft ftTftftr I 

4 . ftftf fftfiFTT ftftTft : 

f7fftftt7T fiT’77fftf'Sft 7 ft ftt- aiTTTqr 77^77 -— 

(77 J STT'ilfe TT-7:T'’' ft fftft ftftRT 7jf7ftrft, 

(q) tftftTftft ftTrqjT 77777777 ftT fqfeftTft trft^iir sft^-JJTft 
777777 77 ' ft trip ^Tt fftq^Tftftw ftTq, ^777777 TUnftf 
ft ft;7ft ^ft ft fftft f^TTn 5777 ftft |TT ft7 ^;f7 
ft7ft7 Tfff'T^Tq 7^7 ftTft77, 'nft^ 

(ft) TftftT ftftTft ftr ftfftfttft' 77 qsq 77lT7rif,,r.T | 

qftnPTOT^f, a^ftfftftf ft fftfftftfti aitftftftTf’tTrftrftqft ft 
ftft ft7fftft7 ft *7rniEr *77 ft f. ftrfrq ft ffttr fqrftV qrrq 

fftfftTftft ftft ftftTft -: fivj 7,-T7rT77 I 

5. fftIftftWftT'-ft ftftftTf ft 

(i) fftfftftfft TT<t 177 777 f^ftV 7 -t ftftftftft ft fTfT Tnrftft 
Tjift ffttr rtft’fti 

(ii) firfft'ftpft (ftftf ft7 ^ft-p; ^>77 - 777.17 -fti- 7i:n :ft ''Wft 
ft ftftfftft vjft ftftT vftPrft tftft siftri 

(iii) fftfftft'rft 1.77 ft ftiftft TT-^ft, tj-snTft 7;<7 77 1ftft7 

77^77'i'77ft aftft^TTj ft fr^rr 7f;:jfl77 qqfj fftTr ftTT^ I 

(iV) fftfftftTft ft7 ftSfttft ft7fftft’7 ft qlft 57777777 ft7 
mTf^fti ft 7^777 ft ffttr 7 ^ fq:tr7 TlftftT f 77 TiT 
■37 777fftftf ft f777;7 77777 fftTT 77 ^ » I 

(y) '^ft ^7fft7 779077 ^ft^ft ftftTC fftTT 77^77 

77ft7 7’J'777 fftftT ftTirin fuft 7^q?T Krq ft ftgT^ 
fft77 7Tft77 Ttt 77ft fTfTfftfqft 777f77 feTT TTftTT :_ 

7;^n7giftr ft 777 ft 777 ft ft-p fqfq^ TrrftTft 

ftlftT f3r7ft f7P7rMf77 7777, 7'7ft7;_- 

( 47 ) TTi; fftft 777 TTft fftfTfiCT :;?7 'TtT 777^ ft' 7 f 7 

TT'i I 

(q) m;rj ^ f'T '7 ".7 -4R '’itT ttN^t ^ 77 , 

ft’Tifft ft'srf 177773 tV; 717 : 7 ^ ft fq^T 74^1 ftr 777 

4T..ft TTftftV ftr f7 I 

14; 7T;f- ft flT 7fi' 71 rriftry ^T-pT 

■xrtftfft I 


"i 


?79Bl7 ftt 7777 ft’I'TTTft W ft Iftft 3^-7 

-TTftTT I 

8 7 liw 

i, 1 ft[ftf:.r ft. fMfftfttl ft ffttr 11773ipr PffftT^ft” 

ftft’; ■ft’JC'VT'l fftpirftfqi ft f7!^ f77r TTi-f-n 77(ii :- 

(i) 747175:7 qfHlr'i' 773 ftft 7i^5f:4i37?i iiJlTr 7F7 
7737 ft r'-lft; 

(ii) yT'Tijiq lift ft ft ^rft irft vftfre ^TT’rf’TV 

7)3 'iJ37il7 ^iftwftr 'FT 3r<iTft ft fqn;; 

(ili) 7i’:p3 ft; 7777.4 ft f7ft qftffti- fipftr Tsrft ft rprft 
ftr -37474 ft frTTT; 

(iv) 5974 ; 377775 ^'A ft f'Ttr 47Alr st 

TTrw 17347 ; 

(Y) W4T7'7'I7 ft ';ft3t4 ftllfafti arV lift qiaiftf ft 3f^ 
ftr 4J4437 17347, 

(Yi) 5733317 34 ftr'34T5 ftgfft !TT ftTqTOpmTt^ 

ft 414 ffrft ft ftrfftiT ftr 3 ^ 4 - 44 - 473411 

8.4 (i) 43fr -illlTit ft73 43fft7 ft fftir frrfqrT 

15334747 '5T'|i3i‘ 57737747 ’7 iii-fti fift =4ffi47 ftft: 
iuftTiftt ir7 44^ ififqT ftftrr tyfftfenci' |i 

(ii) f4-r4fti4 q'T3+'3 3ri3 47t4 y4’?4 ft 3^313 gffT 

■'Tf? 5T4TPTT ftt 47 Mq4 sfh f3rf4fft3I 
ft 573(3773 3't3nT43.fs!T fftft srrirft 1 iw prqqftn 
^7473774 44 'J44fl srtqf!! ipT- 

r^-'Tf ftr f4TT*7'7- ftr 5rjft«rf34 ir3ft ft fqrr tpfty 
^ 4 * 4:37 ftr -5:47 7577377 41^44 ftt3 5r=it 43? ft 
ttT't; f774r 7^-747 4ii,j 1 

(iii) flfftfTTir ■q3TS- ft j;5f,T 3q.,rr I4*ir73f ftr 

57^3 ir3r4'447 ft) r4!7rii4 <HnXi.-fI 437474 af)3<7f50 
1(77 -^TTITfr 447 41 -C pT STfiF 3qf 4711177 | 

(iv) '4541 4't3 W fpr^- '4373 qft f4-:, T'l 7!7|’43T4f 773 

7474, Tjfe 3^3 ft?Tt’p4 ^747 Tsnr^ qiT ft# 

171 -i7'.,.-;.'.l -3347 4ft47 I 

(v) ’ftlp;! ft |1|T<II47771T ft f4ft tTrpi iipnpT 

M.^r 434 '43-iTtftii fiTTtft % 7341=1771 ft q7T7iiq7fr4 

171 144143 4«Tr ij7TrflT4 [ft4r hT Jtft ll’l 3 14# 
74i7f44 714'.1371 '7 7 374rr'f74 '4377 474'ftr 47ft# I 

(vi) 447 STTl-wp'-ir ft 3Tft4i{77ftVq ft fqnr 

473^,-3 51474 fuTft 4ft ^ 44T 4 ipftfftifr Tjitqffttr 
434 ft fftft ftft ’ftftf gT37 4T 57 . 477 ) 775)4 3rf?4 

17T#43 fiTft 413# 4t 434743: 577474 ft 5rf5rftq 
ft fqiT 4644 S# I 

i;4 447 477 -ftJltpT #3 4rT;Ti7 14747 47447'#3 14ft 5Tfft- 
ftq 3<i' 47ft'il I 

7 . 47747 474)447 

7744f'~4ar37 3774ft7 ft f’147'4 ft f3fi'4'r# 444 43 44i7t4 

477 ftrift 47 .fr 4 47 ET-ftl Trrnfir'fr . 1 , 1^4774 ^qin 4 ^ 4 ) 

''. 4 ’' ft '77,^1177: qRq-fq -fftiTr 1 
n# 447 4T4f44f:-'- 

f 1) ftV '7f4T4 ftt 'TTftirft #3 44 ft 44747 4:7 qfttsToi 
=(474747 ft (44 fifiTTT Tfin^T #3 14# 4l47 

44-i^rT!74 ftr arr^iTr i 
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( 2,) Tr ^fT'TF % 'trG^=riT 'tih« T? 

q-v ■fl-!r?rt^=|- fifTHT ^rnirr, 

(,() % 'fnr, Niraw w,, f^fr*FFTTT;n>f 

^n; JTjnr^jq’ Ffjrrqr ^irrrrr '4t^ WiTf^ia^TT 

'‘TAwqmfrT' 5TT "■5r^ifTf?n" qi ‘‘'a^t^^" Fpnqr 
irniTTT ; 

(4) q;r wf^-f ^TffT<ET ji'Ct ^ % THpri 

^FifT Trfi>5r ; 

{ 5) JpF % ^rqfte Jj; fr^ir irAeim 

FffjtT ^rirq-f : 

(I.F) Tf Frwq sfTw't nrr wirtm '-fnminT 

ir Ntpnr fWr ^irFFn-i; 

(7] 'Ft m FWF^, vNfftFT fjpTr TTiF^ W, 'tfsrFiTT if 

jqq: qgA tiT^ % vim'^ 

qr 7S, 

(s) i:t sq ^qq^FlT qrf ^iirnfr fSi^ff fij; Tfvfr ?rW?Fq 
qrqfqqr qFr ^irir spr # pqrqr 3rr w wV qqr- 
wniffET qcs: f^r irr >t$ qr srqiiprFrfjrf p qr^FT 
fqFqi Tff AfF Aft; ^ifvr'fw wr ^rr Aqr i 

it. muz gq ^rPiTFT^ 

^ Ep qqt fqqW qFpTTtrr A 
A qAfAq g;^T strpfrAar q^qrAr qwr vAqrffpf- 

^tAft T?qrqq Air qqrf^ ireqeT aro i^qr-r pq-f qir^r 

^ I 

qiFfsq; gFS A fqTqMFyq AfA, — 

(j) ^Tqt % AthFr % qFq, qfq ^Ff sA AF’’qr?fF -^1 
A tA?. qr niqfnqF qrq =rqT ; 

( 2) 'PiffTR- ?iFqmr, AAfqq Ar^fAqr Av^q sfFq fp 
qiiA qFA AstsftAt fft fqrw qr wt^r : 

( 3 ) q^'pr Jffr otfA tfAf aAV qrAq- qrnfl qr^Al ^r qq^rq. 

qrsFT AFf qqrfrrF tq qr^ A Aq'Rfq A fAqr fqr qq 

qfATfAi\^ OTtqf ij- qr I sjq^ 

At ^?Fq qq A qfrj#rT ffF q%, # diit , 

(.1) qAwqq A qqqq wA qra- At^F TtqqrFr -qjqq’; qq 
fqqrnt: 

(5J AqrsqrrArq ^r^mi AA tiF -j^riq A fwq, s^cqjq, 
wqrt -njTTwqFinq A Pp tf^tt a qw 
fTfqqwtA qpT: fqpnr wqAr ; 

( li) PrfAqH A fAfA^r qqAf qq; g;AFqrrq A qt^spr At- 

fqq: qrf'Fq aEf ?TqAq fflM' Ai^r ; 

( 7 j tfF'ifA snMFFqfATrFT 's^tAf A fAfAqAq 71^1^ 
q fJV qrA qrA^ 'pfTJtfqqf q-r fqqjq qqp ; 

(s) MqArq A qfAA mzm A q'l^q fqFFr qrA afA qqrfsiqf 
fAAw'T qrtsw %frz fATAAq Al" qfAqr A qqwrA fqqA 
qqFfA AA qAffSTiJi qfr PtuAmAT a .pTFqTAq A Rp 

qqrqrAt saRttAf A qqtfqqrq qr fq^q qfAAFFT S' 1 
!t. At FrfAAfq qP-TSpr 

qpTP'rqJtff, TqTfAq AftIt a a^f-iF A? A Pfn- qq^q'r 
A ’rqqtq qq NlAArq qP^A^r TTtqr 1 fqfA>riq qpqAFq A 
jfFqflrA q^Aqttq A 1 wfiTATir qq fA pfAffifAq- fAqqq tx qtAtr 


fqAAqq FrfAn ^rq^AAt A 'Spiq qtirr p A qqqtT fAqt qqr 

¥. I 

11» PrfAqVnAfAqtiT fqwq 

I I) qq.srrTq FnfAqFqr jt^t sTFjAFfqq q’jtq q^AAt qrA- 
qrfAp A qqAiTinTFftq qiTp PrfqqFT qt'^ 

fWqq fAFi; qtrf I ’Fv^qt qTq?fr Aqrrq Wr''', AtpA 
AAPiq qpWF A AFFTSTFrAN qqAqt^ qfqqt A P:iq 
qfS fqfqqr srfAAf A AFqtq qtqq A 

q?qqF AifrjqrrAl'q-qrrEqr^ "FFt fAnrrqq qetq TqrqEpt 
qrA^FfTpr A AiA F!qf"mq ^4^^ q fpr qr^qt 1 

(2) Aq ‘jfqrq AF Al qqq FWtqf qRrtqq qfr fAq qq 
% '■'rqF'q. raf srqi qq^Ff S i 

(j) fqpqFq fqfqqW qfAqrqf A ^t^fqfqqpir qSq qrrqq 
q tqfq q»ft tfAt wff qrqfqf A qqqpr qrqq 
%q.q wqr qrttqr fqqq ■^qrAf A qrq, Aq q , At 
qFFFT fAfqqiA qqq 1 qqRrq A fr^rq qq^ 
qfpqq WAqW qTq;qf A qFq qpq^q Aqtr ^'lA 
fqqq q^Ttq A qrq, A. qpq tq qtAiq A qtq 
Aiq qqqq ppFf qrp i 

qpq qtq fq^Aq A fAqis qqfqqTfqqf 

qqqrpqA^tFTqRj' AfAq qtqfqf,'Trr5kTqr’'rq^, qf. Aqitn, 

♦ 

'Tfirqrqyflqq, iq^fqtqqtpq^FT qStrfttm AAq ’■mt A qFq 
qpq At TTqqq qglAqf yrqt nAA fqqA AtAt 
ft — 

(t) '[qq: qqq qr'qqq A qm qfAqtAi At Aq^rAi 
q qqtcq irq q ?m qrAt fAfArArr ARptta At 
qi'tq't , 

(g) qfAqr A qqpqq ^Fq f'qrq qn qq»frq fAqr 'qtqqF ; 

(qi qqq^qq fqqAt^ qrfH At bwftt At qr^qt : 

(q) Ttqt'JjqT'JTqF qrqrAf A fAqt wifqqjq pit FAtf^q^T 
q^q qgfq m Gqrqq FAqr ^TF^qt ; 

( 4t q . 4t. fAt At AtjT>^ qsrqr Ay qRwq fpT qFqiFy 

q-TO^qq qq qqgffFq qrqt ■sFfqfAfgq fAqi gript 1 

( 5 ) ’^qqiFH A Rrq Wp. qt. qrqt jqF- qqqtq pq pHFFr 
^Fipt qy fAqt AAq ^AArq u\^ Airr'qq tA A ao 
A, A AFp qrrpFrtrtFT ^Fv-qAtqFq pj At FrpfFq A fp 
'Astfrq fqrqr qrpt 1 

((F) j^gtq Atg qrAFrq «Aq AAFit ArAf A TnAqr qrqyq Ar 
qAt A'rqqrfx m_ 5PTf<rqq »frF;A A Frr fA Rnirqtq 
PAAfAq qrqqt qf^'T qqq^ q qqq p qFr qrt^rq sqiq 
Atq vAt FpsTjfq A pp fAA qq fAqfSq qqrrw A qq«rr 

fAqT 'ffittttfT i 

( 7 ) fAqt q^q Atq A qRrfqqq fAqrqtq- pA Atfqsqrqqr 
A Ptt fpAtf qfqqftqfq q'rAt qq fA^tarq fqqr qr^qt i 

(s) qq^qiqq qrfAAfjt mm qq^ArfAr fqim qqqtAt aA- 
qrRpr qtTqfqq FTlfG A qq A AfAt fqqTTq A tA' 
AttM qTfF-q A Tirq Atq qqqr r^qr 1 -^irmT gijfTfrjr 
A gqFq qqr FqAftrq q'At qf^qtAr Ar ft-qA yyqqq 
ipw qtiniTr, qrqFSr -qriqr,. 'qT^ ptAqqT, fqq^q qqq^ 



'rtmirr^iTT^ ; 
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[•jTiT II—3(1)] 

WT, pT'T^'T tV ^rTTW. TTa«nT 'Tt<^, ^Kil 
-iTTOT i, irl TiT^f^ Tl't’' ?7p<Tf^'3^ uTmiT | 

1 1 l^’Tr'JTf 

(^) srpTOT wwt^t w. t\t'‘';’it i 

Wira'T aPW tf7 fjn fifT WWWTT spf =T 

5 fr, ppTTtr^ ^ t 4 ^rfP^T jt qf-^^ Jifpipr 
■■tTT^ri ^rrqwp 1 

(’jt) ^Jrnr ip sr^apH ^ tt ^ptIvipj: "3^5 

t 3 qirqriTprfff ^‘f if fjpTfJTT “^t »T%’n' 1 

I PTI'TR Plfp" m'^’F 

{^) iTpff ^TT’TT^ pff'P PPTTWT ?r>T!raf»r wS WJIWI *pr v%- 

rpT^ I TTff ^fT firf^TT 'rffSTP TTProt, 

Hfapi’Tr PTR T -nriw^rsR spPppri "w OTafsiPr qir ^ttp; 
P7T TTJfm pp^ fipfim =pqfT ^ fPPT feppr qnqqri fe 
^nPTPT pfr^p ?ft’; wWftr w '•rr'r ^^nfipr 

^ pfTp ^ irfnf^pw^fijppFqp, trarrmpp zpr tpt ptIppp ppp 
fiT«TFrqr PT^ ff app tifTfia- spr qqrrfpf^ ptt btjptt t 3 
JTSP^qpf pppp if pp'flTf^ ppf- 1 

(qf) -^iT ipvff ^PTpff qrr TPra'nr fqwr t\\^. ^ pppps^t *ft 
fqfjpT ^rf^rrrr'T'T aTr ^rpir rflr ■H^rapr ^rPT^Rpr 

fipjjT nrpp I n^f ip TTT^pT ^'mpff afr ‘ »ippp 

p^'r iipqT Pppppp I f^Tirfi^H pT 9tPT if 

tffPPT ITTPfPtP I 

13. pFffppT ^ ’pp'.pTr 

( 1) iw-f ppirip Pifp". qpp aTPir qfr frrtnfr Tt 

PTf % ffpTf ffpT fTsfarfFT. pf'-TiPTr rrfnri' ^i^p: 
•jrnpT ip^r -plT uTrrpr fj|Pt% fqr ^pTfirqpT gf pr% 
far f'PFT-f'TP'T "Tf^rq'f if Tf^tPT prPinfT iff-p 

'p'wff'i wTiPT if Mistt ^ sr pffi I lipff pntrffTiff ptt 
q|^ iTTftrer'T TTffpP qfr ^ ^fff 1 

(2) HTfr ippif ip ?TTW, spir'T ?ffp 5ppm. fPfllPT 

'fPpipT ip pTIT p^f irqpff qiT TPfST'IT frlpr XITPPTT 
^Tfp. TifTfer fapii^ ipTftTip ;ra ^f^pr p^ff^- 

pp ip fW'p'T fw ^rppr I 

( 3 ) TipfipiT Tpf P, ip^^ FPT't qif ^farPT Tf TRrip ip faprr 
prapp ’Ftpip pffp q'ipfpiP' Tif 'pft ^rppp jp. in"f^rapp 

ppproft ^p>T apf^ ppqftpPT rft ^PPPTp qft? fepp Trpfnpr I 
w ippPFP TFpr Piyff fipipi jprtnpp ^ 5 ^% Iwp fppfiffq- 
p^PiiTfpFT PTWT Pnn ppTfpjip, -pf icr^tpTT jpt^^p 
ppppPT 'j'lPtfyiq’ qr?" I 

( 4 ) feapf wfTftp % f?;fTT HTT fFpifP 5]^7; 

ppirr% ip q? ^prfripTT iprqr wf^wp ^ ftr ^ 
•PT fipFPSFTir 'pTfipTF STPT ^pW PT ip TffftTT, 

TTW'ffer PpVp faplfspn ifF f^FpP JTTpt ^ | 

( 3 ) qW^ip pp^H pF^rrip >pF ?ffipFpF % <^4 4ip ^ttp 

fiprr ipr 4^ apppip pp^T 4P 

4 jppTT ppIt 4^ spjpf ipf ^'^7- ^ ^ jj-fPFr 4i 
JpFpFpT %■ ftPFPq' f^FFPT aaFTFpqp I JPqqPsFp’f ip fap^fp 
waijnf PppT PFFTlfipip fwiffTFPP »pF PPfFpR' % TFr^f 
4FTir ip 'l4, PFPWiPFcrqjp ppP^F faprapT qppFnFT I 

(u 1 'itfpftth !f;rTp pft pf pft’; jg-Tr^p ?r f-f i-m 3flP ''rpi^i-.-r 

’Tipfpppf pfr piFff pTp fqppF 'JpTrrjpF i 


14. pTTFp FSffp^ 

cftlftP ip fFTTPP ~F fPFFF ^rPpffFW fq^ppf ip Pf4?Pf4aP 

T f^FPPp %■ fiprr ppfpp pffp 'jop PFfpi qff 'fPT ^pif 

ip fiT'T pfr PPWPF jpt. Tpap qiTFTTpT I 

I 3 fW'PFpTT FflV !Tfa4.iF pfifpPT FI pfPP'ff 

■pHfii 4 ■gpFp'tP^F'TfFnpTP'wrp^i'piPffT’PWpfp'PPp'rf’PTijrpT 
fsa^fipF ftqrqfr Jpfep pfpftiP tTFprnp FTrf>PWF 4 t Jjfpp v; ■srrTT'fF i 

1 IF PPpfipSF fipppp P5fp PPTffW MfPP fPWP 
P^TF ftrPpPFiT ’F^pipip % PFP 'FPPPffep WPfl pTffPPfTP/^ 
9FFri pppftpp ppppiPF fPTpqp fp'iprp PTPT 4T pfjpar»f^^ 4 pfp 
JiFtrr p'TPPPFpT STF fppp pp ®rFT fVPFf fp ’FpFrp'ijrpT i pptPppf 
fpifpp rpppp pp'r PF’^F PFPfpPF TF Mpp pri-pT, afp-TT 
if JTPf PPTf'TPF PFPT pfr PPFfrIP =piF rfF^ Tff;pf4pp P-TFPf 4 f 
pprF'pfi PTlp ppiffpcp PP fippppp PF?PT I 

PTfPtPF ffpP'TP fP'^'FP 4 fptpr-TFsp g;pp KPP pppfp 

(1) JTPP-P p4i;T'P ppIf' fp'TPPP PFF PFFcip % Fprr f^rF^rp 

if FfPP FpifFP F^PT^ PF'PPT 

('■.■') PPFFifpP FFpfpppf % PPp'pF PP P.'p PPffl pF'^PT .PF Tip 

PTifPIPpFpT , 

(.t) PF? PPTPfPPF pfT, PP-fTtPPfJpT P‘-Tf;t pfp P.'p'l PFPPT PT 
PPPiFP PFPPT ; 

( i) i^iPFsrp «ftp ipPT FPtP pFi PFPffF m'rp pfrappf 

pft fippp sAftRi pgr PTF^r Pii^r ptppt jtt pnrjjr prppr; 

(. 3 ) -^T Tfrpf^p pp’r^ftf ip FT^p: ^ pit pr'T Prppqr 't fipn; 

tppT t, TITtf PF’Fp PT>rpT PFTPT , 

(li) TP PTBf PPfPPT PP p.’PprPFP tp^FF fppifF !TifrP 
PPTTRtPT priPfPPPT PptPPfpjptTipT TFTP %i\T 'lfT*pfiiH 
flWtrpf 'iPTpffp 4f TP-fF 

( 7 ) pFppFjtpp upVpf'jPt. mppp'P ?f tpi'pfpp PpTpftrwf 
PFft SPapffpfTPP TTTFP'f FI pppfpfr pffp PuPTpTfP' ?FF 
Jppptppp PFPPTF ; 

( k) -ppppp pr4 % m-a ip ’Feprfippar Tfrwpp F pftpt‘<" tj- 

PPPPTP pfr PT^Fiff wf’'’ TIPP (SP'FPT TTTO) RfFp^KF 

papifirp pFTqr ; 

(q) fFFFF afpiPT wV fpR-rffp icppFpp pf=-pf pt'F^ pp 

3PPPP7PPT St JR 'R4F«P pFRF ; JTP'' 

(IFF) PTTP pfr pf mpftTPf pfr Tn^PP ptppt Ippp F-p Rpr 
ppFpFjpf prf'F, pp.ptrrrftrp pf pr pit ttt pt i 

■PTP 3 

pPpTf PPTP TprpTP PPW ^p4<iiTp 
( 1 ) P^'^T. FP'PJPP PI PfplFPpf PPfT fppfppp F fpPFP ip 

Fapp FpppFpF'JP Tppprp'pf FPPFrFppp 4 f ttpiFf Jf 1 — 

1. frp’SP'PFffipPF I 

1 ; ippPF, PP PFT, P'F PT FpPTP TFPF P'cpFfpP SFPF I 
.3. fpFpP-'PtPtP 3PI{PP fpsp.p q^r I 

4 -pPYTPpPP pfippr I I 

5. pfTPFTST Fp^T PT TPppP PpspF'.pP^ ^p I 

C FpP'rpT fp'T PF ifFpiT fpT I 

7. JP 'tP^P TT’TPP I 
T. PPTFPP PT ^P PPP TP^PIP I 
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^ fHtt .'0 ^ ifrir ^ ^ Prorfcsr ^ 

{ 2) nETfiii-T w, 

TT^iV;Ef;r fTr^rfr^i ^nTr 'i --- 

1. wV i(T'iYTT:fr™T TTpirr I 

l:. I ’ 

.1. ^ JTT fir 

^rr i 

4. fiwra qr 4^i!f I 

5 wnm Bf?r ^tt i 

0. aril' 'T5' ^r ff'T fi irutf^T I 

7. ^rsr Erf'fim trs-fiTr i 

T f'rn; .411 rif fri'rttfritr •pt 

Trrar ^ I 

(4) JfTriPf'r irfr?- npfilA^ ftririr t, fTrT>T ftfinr 

Hfwtfi=PT ?r, Prl^riT T •— 

fepprr Et'^ft % 3_,Trr?r ri'^F-r^ % f-Tir :>i;iT qr-r-^ 

vn if fir^rrin fpirr TrinTtr ;— 

(t) 'pf'WTipT’Sril'rrrP : 

(^) frfpJTrf^prW : 

(’r) ^TT^rnT i 

rrr^ ?T^<mT ir *t si?w ri ffpifHh-i ti finnf»i>r 

^ir ^rrf r ^;— 

(sp) =ph^T?i?r Tpj'pr'T; 

1. 

J. 'TTTTJ'fpnW-TO 
.t JIPTITTP' 

-1. <pPwt>pt-T? 

,i. ’=f%, rir ^rtr-'!R^rfrirT if ffifftirT ?fri! i 

(>S) feEpriT rimtiT : 

1. Ww rrrir^ : s^tT 

‘2- \ 

:;, tf^ pft^ ■JT'rpn’irPTrT-'iT % 

,i. tTrinTTPrirs 
4 fefw f^rSTUT 

H. 'Ttrsrn: rrfirqT ri tiTriTw, 

rfTTTT Trtp ififar^ TTfsiir ^nfsps i 

fiPpiiT ffmir fj'T rsrw^ "P^ff it iff?T fnrr i 
w aritir^ % rirr^ mspR' f fp t'tp feririrr jit tt 
^T flTpTiT siTsrfjrr ip ijfr ?>rr tt fr qrflip'T ir sffr i 

fp) f-rim TT^mp ; 

I. f'TTfj'T fpTfr ft ririT ^’TTJ' PtT ■P i T'f TT'r flp 

pr ff?!;=r ip ^7;T^rfj^p xirir i 

' ft-'Wp 

;i PTfpTi prir P f PJ TTTfi I 
I P'"prffT' TI'K fpTTPPpiT 1 


LPart TT— Sec. 3 (i)j 

firim ’prfPTiT ^ PpjjT THTTPiT ?ftT prrTJnr % «rrPT7T 

t TfEprjiTTirp rjtf ptT ipfpi 'rra.pi: Tftr pn Tt ffnipT % 
EifT fTrrppTTir appppr fr ttittjiT i ijq-jpp^r fip'f prij'^rrn'i 

it % upffp if TTTiJrfrTT JrivppTJi'f % fipir jn jprf jfi jj- sf,- ftp-pf- 

(tW # tttTi' ^ I 

■pffipirp fefriit pT fiffpririr i-pp pppp^PriT-T pst ir, f'JpTPr 
HtE %pTf pffp y'rTJiT'iT sfifr ttpH-p pmtff if ffrirr Trippr i 

pkpTJpP, fpfpqr ffTtip ritr ffpP iTT PJ)T iP fPTT TTpirpT I 

( 4) tpipsp P fipfPpiTtilT % fTf fpPfrfTPsrp ipppp Pi' f^PPP- 

f-'p TPPTi ff :-- 

I. ft^SJp-PfiS 1 

7. fPT'T^-PfU I 

J. ^pppfr I 

4. ptppiTip pfip rir prf^pf'T rr't^ ptt;-tp prippr % ppt I 

5. 'ffP'JPWPT I 

^.■p 'Pi^pp; ipT a5P % i^fTPiniT puff pr isrp^rfriPT ppf p'Tr 
PffpipTtff pr iwr if 3P!{TP fpprfpp'pup spupipfr ^ spprt pf ■srrt^ i 
pffppT P Apit pfprif ip Ft'P ppi^piT p[i#rrf ifr ttp'''TT Tff Pri'r 
ppf^, I 

ppTEPTfpp pffppmrf % ppT :io ppf pffpp 5?^' HT[SrpT ptp ^ 
fjppfTnjp »fr PT'ff f, I TfnTP ip prp>rp if irpTirp jpipTiT pr 

pt 4 fpipr PTPP f p?pf I'T ipifTsrp p jT'Tf ppPrfpP^ p“.Tr Pf 

aipsrpqT Pf PTPi.iff I 

( 5) PSiP fSfipfirPT P Pf 'PTPrt P fkir fpPpfpf'T^ 

TT*PP Pf fTPlfrur Tn4r f :--- 

1. rpp-pir isftr tfpP’iTW -STOiP I 

2. TTpor p^ I 

4. prfiirar I 

^ojrir 4ff '^nf p Rtit m'-TTW pt’^rrrpr if? rirn qri' 

jfteT WS 4t fjTPPfTtT Pf PTPr tf I P4T PRPfPpTpp iflPT iiffr 
-jp^t pff ppip-'Tpp sT ^ fTTi^ffp^ riV fppr Tnfpppr i 

pri.rp ttjtt pr '45 p 'ptt-ptpt p^t pt PTppffTT ppp Piri^f 

pffpqrtfl iff PPT if TPiPP PTOTi' Pi' ^Jppui'flr ufif 

Tipirrir I j 

(G) pppifm pi ip fippp ippr Mppwtt 'p%4t % ftTrafii 

P rijtT f?7Tq1rif%p TTPP'Ppr fPTPTfVnr Pf titti' f ■— 

1. 'rif’TP HPfp I 

2 . fjfipJT .VHfiP I 

■J. pspf ^PT I J 

4 jfTT P f^pp PS pPITiT pftr PP PTP pi pppfp I 
.4- sftqfwPJPT "PflPf iff PiriPPP P Wp fP'Pff sfpTT 1 
t,. P fipr ppp jfT^ 1 

7 PT^P fpprifpnujppp Ts pr mp P.J'PT fpuffPTTIPTP VP 1 

pijfirp pppfjft P fpiT TO pp ppTTP ipar (Tpirpp pp^ pff 
Pfl.TTT p.i Pl4f 4 I pft p'fpfiTUTT Pi’jpf PI fiprpipp'lt fpTf. 
HIT pf TP; if ..IIJ p 4 iflp? ifp -f ITT -rpi P'iP ^ PqPTPT ti 

Pirupfr I 
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7 . iR^, 5Thr^ ^ 

UfTr wftr ftrOrRiTfl % '■-.mj'i if f^T-rirfm f-Ttr fr-r- 

"fTpIiT ■H'TBPT Iffr f^TPrfw “f"! t-— 

L ( 0 ’Tii JTT’T^ ^ ^ ^F^Tf’T=T fsWTW n f^TEPT TT^r 

37TTTF'PT ^ I 

(12) %frfr TT^TF fJTPTTF 7ft 3FI FiTOFI Ji'M 

snrrftPT ^ftft i 

( 3 ) f^TH ^ +H^,^+H [mH 1 

(■ 1 ) Ti^ar '•flrnir jMWfr i 

fs) F^7i7?!q- JTT W!J ^ fr^fr afiT 

TJfTTnr sf^TPlt 1 

(fi) fsTiTTf?^ ^f-T(?7fV%»T fr=r7 in ifTi^FT : 

( 7) TT '^TTT OTPttt I 

(s) Errrmlw i 

5TTHTf^ HT<niFiT ^ PttT 35 ^ ^ 

^ Tnrft S' I fVfiTnW arV --(mt ifrnPT^Ff^FT ifw ir ^misri 

waff if 'FTf Tn^ifr I irffnfrfVtff Tr 'F^fr ^sfr 

f^rffrifinff »frr fj(firHl'Ji firnT annr S n'T "ift ftvTrifT »fr fip.m 
ottitt I 

8 - TFrfWt affr ^tfmaff % =TiinrVir % T^n fwffrffFrr 
"^TFIpT ^ ftn't)!'! "TTFT Ipf TTpff s ‘— 

1. tFT'iTor aftr sjf;; i 

2 ^ I 

5!rrtrrr7T »fwmT % 20 ^ iftsr >5^^ if^ifr T»fr 

^ ffTOFTTF ^ 3TT7TT S I 

9. ^TFlpm^T -ifk JmlT4 jm ^Ftftlff siTl w it, 

irt? ^PTEiFRorff % w fet^rirr otht*: S ^ 3u am misT 

'?ntj«T^r fSar afV fwfmftrr ttrr ftostirI:— 

1 . fim'mw 

2 . 

3 . 

4. amff M wtm 

5 . 'TJTft 'jfk ftfw irfm^ I 

ID. iR,Fi5fi aftr: an^-'jft^rrafi % farffRlm % firn fiiaatfaifqiT 
aft fmsrfam aft arnifr S 

1 . ftnsrm aiRR 1 

2 . afWEr^ar all ifta ft fftrr airnfam Tf^ai^r nR,T 1 

3 afftra? aiTff ip juidj.-r | 

mtuftm ifa«rmftf ft ftair 20 aft ftfjT- ftr ftitsifTur afr 

TTTftft S I 

11 . aftafijafT aftr ^afatm 7amftf ftr 5 a : aai maft ft ftiar- 
aftr ft fftrr faTaftTftaa aaraR aft fftaa vft ftr anfti S •-- 

1 . sqftr 

2 . laiarfta iftrm ft *ai^a mV arfaria 
3- aV mV arm rnmaarr 

4 . mmf 1 

mryrfrTr rnfftm ftfamnmi ft Va 311 aft ftVr aim ftj aanViT 
aft mrftf S 1 


arffrai aT ft cmaamr aiftf *Fr ama#fci 

ir-ftf ■ftiVirmf aft W ft 'nappa PmjT ^mrtft- aft' .Tr.aTnr aft 
rniftr arfim: 1 

12 . EFiFtaa: fafJT aaf ft faFamV ft fFTT ^rawnf—armSTi 
fatamfaftf ft fftfaftfm aft mfrai aft rarmftrffta amT-^T 
ftfapnmf if fwlftpr fawr mraiiT:— 

(<f) arraiftf arr famfar—amft aimmm mi afffiinfT 

aft mra ft mmaft anzar, nftar, ^mr mV fftaffinajfa aaar 
S I 

(ar) fttFT in fftftm—ymft mrnma ftim am famV mV 
'Vjam S I 

(m) mT-rf mV fttmaft amai—smft amraa fft^ ftf mamr 
mV ftVrfta awr ai ufifamf am mamr mV ma'r’-aaam armraT 
S I 

(m) wsfiaimamm 1 

(f) qaar anmi 1 

iftimlftr>sn mamaiT aft ftmVm aft mrff S ;— 
fft amV war : 

1. VgVt sfVaftftiftf ft IVt ■*r'i?TTamnT TFam 1 

2. fVjaff ftft ftfft mV ^aaaft ft ma’am 1 

3. ’•vaRaraar ^PaV: 1 

1 I 

5. fftwar mV fftarm-s nai ai vf’J WTaim 1 

ilVit at W'JTm am ar afta ft mr nft mraaft ft aft ^ftft ftm 
ar FR ftf mrafftar a?ft ?Wr 1 

6 . faHaaTT '^raaia ftr afta i 
7 - aft armr arnffTnaaRai am 1 

■<rnf anft mV ftfmfta amft am aT*m 1 

R. ■marf aVr mV ftr'raa arV ft fma 1 
9 afftrpjf-fVam 1 

10 ftVaiT amff aft Viirm ft mftV mart aiaft arV fttm- 
ft? aVr aft mfmm 
araaim am,T : 

11 . faffW'aam 
r 2 - sttui-ttri rnmaaR 

13. Vtt mrnrft mV ftfamr a^ft ft ftm 

14. ■’fiaiaam™! 'd'lHi'F, faaft ftfarmF mV mV film art 
miaTaai aft ar aFV Va ft 1 

mnmrfftar aFaraftr ft fmm mmi^aa arm ft arwam ft famrVm 
HD aft ftijm; (iftm aft Famaf^ aft miftf ft 1 

ts^mm 1—a a mwam mr ftamfr afi aa ara jfr v fafmfti'm 
ftFmarmft aft mV f'-WR aift vara ft Raft jm fftftr fafiTTR 

mrmft aft mWrfftfti ft ‘aa^fti ^ aft maarimi fti 

iVFa^T aii'mi ai mmft m maftm aa-’^r mH”aa. S a'l ma^ft ^ 
aft maaaa Mawimi ft maft aaa.iaaR maiR ^a farar 
mr aftmr 1 
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|-^::.7nr •" It t 'PT 'n'ff •rt'rfv/'O f’-'" 

WPf ’■’TPr [OT ipr | ^rfffEcT't iT'!T Hi'fl 

>fr ^ -Jlir merrfjpr qWW Ttr^ 

TT^fton- fJrfr'r. fi-T'T'^rT, 

^*r, 3?, ■JT’F^'T, !TH 5r':^=srfWf ’jEf 

t ■sft ^ ^ & i fiTt wfl *fr aiEfTftriff 

^ wptFf ?iTtjim tTrEm^ Tt, w-HtPnrf EiPHnlm ^rfefiwf 
5r?ppT ^rt?: f=r>=TTT nft stt^ it yT_ 'tT^t:, T-iniT, 

TfrfiT TnfVrn ^ftr ttpttw !pf cnrlpiTT in uniniT 

^ lirfTT I^rPmfnr Tt Tnrf tti^wp dHiiiiui 

ifTT ^ ttwIt PTtTTpur fttr nrir r^ tnrft ^ irtVTfinfT 
% ftTmH iffi' TTiprlftn 'tft, f^^ipTfa^rr ^rtnT i EfTtf'T'r 
fTn iTT^ ^ ffTTT 'inprrTn nrftprrA tin Tpijrm nErEPTf 
’lil TTs TTTTTfr TrmTT ft: ^ ffJT nn^r nft fTm hii t 
T pfnrni ^ fTr TrErf^^r wff ^ftnEm ^ i 

7. ^ fim irri- fftfluM nrrgftl “t'’ T t'=" f^nErf'j'r 

Tnr^ TTjfr -jrTrnfl-, nrrfn -— 

'Y’ 

(EtW, 7 4, 7 4-ifr TiEt: 7 4-’a-, TS Tftip 7S-’Tr irffa-r^) 

1. Dftitftr nP'fTft'aT n ^fiip ’EY TrrTapfY fYVfnnrf 

n—nrnTTirf EilftfnTn ^ fir^ ’t^ttI' 

I ^ *T>5alT 

2. Tm? aiT inn 

■j. nrinT ^nnr % srfnftnr ar Erfir 

4. iTTJ/t'n TTm^ 

4. nrc/^^ w nsutf 

6. faftmfti TrrnTn ijnft ^ fnftra: nY fnftnfti ij-n anft 

fr nrftnr n*iT nmiiT naTj^ftp Tnfln 

7- nYY nnnan % mn ftrfn^ np/an tthtf ^ fip >n- 
ftp mpr sift; sn^p nnn i p4t nfti sfft 

3n% jm OTWrerfftr ^ftfr nft ftn nsw mriflYl' wnftifa 
{cprr ftre% ^^fftTpp qiI^«OT *r wpff nr fftfmiH % ftp piftir 
fftni sfpT t.niiT TTftr iTTTTTpft sift n nnft jm ppwftn 

ftp pTTTf , 

8. ftrEpftT n nrnrfT p ftiftr I’pw'an 

iftTiT nft nTPTiir Wft Tents: 

9. i'nniT sir sFEa pr nft nnfa' 

10. 'TSftif'nR fpEsR nsT mpn nrtsn PfsT 

11. nfiwRiT Tt iTrnnr mn sift ?nn ^‘rnr ni 

12. s:ftTPsn,nnT’' Inw nr Tijifpn rp nft sipftn 

tttt 

1 n iTfwTpftr firTiSTr iTT nfninj 

(itnnrEm ept n?'t snsmm ?T) 

(n) T'' ipT ’iis-TT I 

ria) ftff;'rr'’ftrnftf nr son ft nftmrTfi/ p??-- Ti 
t' r PST 

(n' p ipT sm ft ftm nr ftr, i 

(tt ) -nrir 


; FXTR.\ORDINARY [Pari II—Sec. 3 fi)l 

^ rf I 

(n) nsTPr 

(OJ ) STiT ifiTT 

T^, if 

(n) in s;, 'nn ^nr nipn 

(n) |rr nrpTT ft fttPnti / ftnipiri fr nrsr 

(I ni' gs npnftl tr nnin ift ’ts'fp 

i 1. srftnn sft ’nn ft ftftlYTT sft iTnfta /'?'Si^fti' iftT tvfT ft 
vip nr i-rnig- 

I 5. ifn^ /ftlfftftr nr sun ft ttst n?j sTiT Tft'fr ft: ftrnftT 
nP /fYiTT/ pEtut "ft-iTTfftg i 

iR- tErtot iftr fft-ffftirnr ft 'ifftyirT ST n-p TP jn Ep-nrir 
fiftp ft. ft Tfftfft^or I ' 

17 ’T Ern pfiftv iimrs ftarPT Pp p ftftr ft fifTTrs 

ni stt: ■nfnft’a : 

),S. SfTTTfVsTrf 'ffftiT ^ wniT- ftts TftiTPT TT TTSlfts 
TP 5ft ftsTpiTr htTp nV TnTfftT -nsr-TiT Tifp sp ftfft.ir 
fftftrRjiTt I 

n) ftn-T/T[r TT TEraft, ftg nTnop ftgp nfft-r thtr 
^ ft TT ft. , EsETiTi's T|- niftia, ssr Tftrnr nanR "^g-n nrip 
sti Tlftia Tft TT ftHtffts ftp- TfpfPS TNit ft 'n^T fftftpi 

.'9. fftfSTFr ft Erft -JiSTgiftt WT TTifrfti n-ft-Tlpi-pT 
ft ttEit "tEp I 

21. -rn-irn ijEic -ft 't-jr ti sftsTTrft TrT-'rrrT Trr r ’P/ 
T'tFtT S.Tfftn ft K^ITtP, npTlf’-iT ft TRTP fftn Trft ft fftft 
trt’; Ds-g tp Dgs.;) ft Et.-t tfttETT fftn Ts in nY"- Fftfts'r 
ftr R# n.pr ftYs EfftErn fti’ Tpru i 

■ 2 -;. tEpEjSs Yir.g ft- fTirHs s.r ni-Yia ftt" Pr 

fftTP ft fftft fnftjpT -TPin I 

■2.!. Tfsrpiis ftp ft ftsfi-T Tpr I 

11. ttttrt: rT-rnfiftr"-.pTft ETtEpt ft r’TT Tp-fti txHt 
A- n T nftp fftfsfrp f-Psr pst wftftTs ts 'jsissilftftf 
fti TTstWs TP fs arEiTfter ’-'ft srirrit ftr ErfftnEiT hDri 
ft ftmn Ts "iEtEpt p-'r ft Et'T r. Ee -t^Dt sTrft *rTrftf 

jg, nrYsi- fsfftETTt 

1. I T "TPEf: 

2 T'PT TT STT 

{ VTT7'' ijp ftT'r T Tif-iT'T'g TT EtToI 

4 fts/iTpr nrrr"- 

- nT ft ftftT /P Pi: ft 

I, fnfnrtTT tp ft, tfip ftrft ft- p’-t 

; H-4r PTpiT ft 'fT-T, fsErfts nV -tt’ / fts wtt.to- t-tt 
nTT-fg ft ynsT psr /"rwr ftfA 'Af-: 'Tit; ftr fTrir 
•'.’tEtt JiR fs-TTirr ■npn ftt’ ptt tt""' nrnriTE'T fuftr Ttnirr 

n-ir iift TTif.-ft; stEtiETp ftnr Ifsnft: "sfftrp "TitsHTTr-T n 

ft T?rjj7 Eft-'; TTT E ftr’ Tr I'-fY, r-tt nr-Tift,' "eftsif^- 
TP 3 pr fftnft sftfttn-rrsfrT ftrsTT tt EsfPT'iT ft Ett tsp 
Etti ttst a-fftftsrnfp irm i 
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8 . fniriTf *f iryra ^runft PtJfjni f5f?»r/ wwtt 

l/h- ^ ^ 

9. fii=!W «i^ ^rrftTJ, ^TJR 5<h: 

) 0 . 'HTtr^ifyiT fNffiT V Wtt ?TFTT*r STT^TT, ft'ir'^- 
sSisft I 

11. «i>i?r JTT 'ff. . 5 fgT ^ m>i; r>^ i 

1 2- f'B'ti^T ifftr in I 

13. 'jJr ^ Tfft mn ¥>rT t 5rftTfn?w n TtmuprntiT 
Tfl'dim I 

14. siWTT 'irof Sf ^ nn arfvrSrn 

15. nxr# ifr nRtnr 

18. ^ f«fi nn >rfriTnt tt irffr?r«, 

(^p) ^ Pi;r fr ftnr irr 

I I 

(^) fnirRftir n^iff gnfwffT n'r ntsr 1 

(n) qfim 9r?t 'relf nr^jYnr 1 

(n.) irPrmrar Tflfsim lift iiT<j?raT 1 

17. T>npiTO (TTnurTf) ^ Pitt yw^ nrftiaff 

'JThr «f: fi=rT '!TftT4t<B I 

1 8. 'EfTtmT 31^ iff »n!T< sfh: ^Erprirn 
m irfir?w, irfft Miimi. ^ I 

19 . m^fR PTTnrftpil iP mrr n f^nrt 3:^11 uti 

■dnt'nnrfutT PfnT 'Jnnr | fir»T% aprifT iiYt: f?[iriPir^ 

•inr iff ftfvrfissfr »ff irfH^ 1 PP- irTn^’i 

nrftm ^r ^^ if Pptr amfif 1 

20. «r^ 5 T? uTOTiT ifr If, apT ^ninT srV fin;; in^ 
mm-jff ifr »rr?rT 1 

31. ?f»fffsTff ^flTUT sift iTiafiir aftn 3niff ilfnimar 

■PT I 

2 2. PM'm T srpf m arm^ gtr f<p nrw 
inrfpr^f irr^ m n^f 1 

33 . ^MnT ^414 uTiinnf m yPn^fi af% 

ff,, Wnn'f'>r JTTffw, iriTm iff nrrfw, wfair^n win 

iffnii, iff mi]; Kf, gn nr nai affn nPRrfWn ^fim if 
snjmMiw 1 

2 4. frPinfn ip ftpr '-ja < ■inff nnm nr^iff % 

?nnCTT nrPw n%T 1 

25. 33T yr’ramPpff i; ftia if fifW'^nf aft pfPnrfn 
% ifnn ni 177 % i; fTr;iT?ff if f^ wrmffpr iw[t( 

niff itTcff I 1 

26. qftwT^fns % sram i: n qtfsm i; nmrriiiT % ’iPt- 
^n?TTWT intitif i; % ftpi affr fnii nr ffrrnn 

% fHr; Tf fn(in 177 % % fn;, iff if irm 

aftr: fnjfw i|5f 1 

2 7. ^fqrnaffT.nTWT^f ^ itniriw ifrsnTfni Pci ifT% 
ITT wffT%w I 

28. irniTT twf afft mnr ii nnir firr; in rnff tn % 
fimn i: ■rmr irfiriiw 1 

3 9- jiTiTfPiTTTi ITT stFiSw irfi ifff gt, arfr ^i: srefiim 

'iff fifwfPiit I 
469 Gl/K7~2 


II. wrmff in wfirtw 

JT?^ iTinffirnnff iffirarw *if*T^ faprif srifir 

iff nrffw, sffwi: i., ftrfinfiT/srowrri n m, iw it. 
srTT iff if irwT, wim, f i r<wf q i iff nrtfw, imm iff 
nrffw, ifi wff ![>, fiiifiii sfft fnjfii iff mffw, mftrff 
fi>f»n SRI rnntfff, fnifi if., Priti fimr iPfir 

<rfic ifff 3ff, Wfii irwf, Ptih iff infm »tVi n Tjnrif 
% iTi ufrn tir ^. fttii: fifinPir ir fIT^^ mir im fifni 
iff I^ t sffniCTiff % imfirT fiiTTi if ififm fiftrfert 
3iiftn iff if f I 

i^ir.aff. ginPron, 
if^ nftnr 

ftoRT;—1'6-19 79 enp nr ififffiii »fri Hur^n 

itmff Pun, 19 4 5 nm*i affn 'tPcir wnm ismn 
(mw Pnmi) % utrr if nP^rfim | ftnrif 
sififtr N*fn 5IITIPT iTirff wPiPm, nfn Pm 
("P. ^.T!ft,r;l,iTI6l) siltfl'I t I tjh 

Pmf in iKn ip ttjrw iti,2 w» 3 (i) P smfim Pm- 
PrPm irppjnmiff sm itii^ Ppir nir, mPi;;— 

( 1 ) nr. m. Pr. 1241 nr^ 6 - 10-1979 

( 2 ) m. m. Pr. i 242 niffiff 6 - 10-1979 

( 3 ) nr.irr.Pr. i243nTffw 6-io-i979 

( 4 ) iT.m.Pr. 1281 mffw 12-10-79 

( 5 ) in.m.PT. 430 iiftw 19*4-80 
(e) ITT.in.pT, 779mftW 36 -l- 8 n 

( 7 ) m.m.pT. 540(w) irffIT 2 2-9-80 

(8) nr.wf.Pr. 68o(w) nr^fws-i 2 - 8 o 

( 9 ) IT, m. fl, 681 (w) nrffw 5-12-80 

( 10 ) IT, m, Pt. 68 2 (i) mffw 6 - 12 -so 

( 11 ) IT.II.Pt, 27 (i) mfrw 17-1-81 

( 12 ) IT. H. Pt. 478 (l) mfpl 6 - 8-81 

( 13 ) IT, m. pT 62 ( 1 ) mr^ 1 5-2-8 2 

(14) IT.H.Pt. 462 (i) irfw 22-6-82 

( 15 ) IT. ITT.Pt. 510 (w) nfpj 26-7-82 
( 16) IT. n. Pt. 13(w)lTTfrW 7-1-83 
(l7) IT. H. Pt. 318(i) irffw 1-S-R4 
(1R) it. ITT. Pt. 33l(l) nPn 8-5-84 
( 19 ) IT, ITT, Pt. 460 (w) nrffw 20-6-84 
(zo) IT, ITT, Pt. 487 (l) ITfrW 2-7-84 
( 21 ) IT. H. Pt. 89 (w) Tirffw 16-2-1985 
( 32 ) IT. ITT Pt , 7 83 (l) HI An 10-10-198 5 
{ 23 ) IT ITT. Pt. 1 V(IT) npiff 7-l-1986 

( 24 ) IT. ITT. Pt. 1049 ( 1 ) mfrw 29 - 8-1986 

( 25 ) IT. n. Pt. 1 060 (W) irffir 5-9-1986 

(26) IT. ITT, Pt. tU5 (l) Iti'lw 30-9-1986 

(27) IT. n. Pt. 7l(l) irPW 30-l-1987 

[4. i^i 1101 3 /1 0 /85^Tiitfi tPr iffII!p] 

li.sff. fnPnii Tnj^n if^i 
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MINISTRY .OF HEALTH AND FAMILY 
WELFARE 

NOlTFrCATION 

New Delhi, the 22nd June, J987 

G.S-R. 589f£).—The following dmft of ccrlain 
rules further to amend the Drugs and Cosmetics 
Rules, 1945, which the Central Government proposes 
to make after consultation with the Drugs Technical 
Advisory Board, in excTci.se of the powers conferred 
by sections 12 and 33 of the Drugs and Cosmetics 
Act, 1940 (23 of 1940), is hereby published as 
required by the srJd sections for the information of 
all persons likely to be affected thereby, and notice 
is hereby given that the said draft rules will be taken 
into consideration after the expiry of a period of 
thirty days from the date on which the copies of the 
Official Gazette in which this notification is publish' 
ed are made available to the public; 

Any objections or suggestions which may be re- 
ceived from any person with respect to the said draft 
rules before the expiry of the period so specified will 
be taken into consideration by the Central Govern¬ 
ment, 

DRAFT RULES 

1. These Rules may be called the Drugs and Cos¬ 
metics (Amendment) Rules, 1987, 

2. In the Drugs and Cosmetics Rules 1945 (herein¬ 
after referred to in the said rules), in rule 71, the 
following sub-rule shall be inserted, namely :— 

“(7) The licensee shall comply with the require¬ 
ments of good manufacturing practices as 
laid down in Schedule M.” 

3. In rule 74 of the said rules, after clause (n) the 
following clause shall be inserted, namely;— 

“(O) The licensee shall comply with the require¬ 
ments of ‘Good Manufacturing Practices’ 
as laid down in Schedule M." 

4. In rule 76 of the said rules, after sub-rule (7), 
the following sub-rule shall be in.serted, namely:—- 

“(8) The licensee shall comply with the require¬ 
ments of ‘Good Manufacturing Practices’ 
as laid down in Schedule M.” 

5. In rule 78 of the said rules, after clause (O), 
the following clause shall be inserted, namely;— 

“(p) The licensee shall comply with the require¬ 
ments of ‘Good Manufacturing Practices’ 
as laid down in Schedule M.” 

6. For the existing Schedule M to the said rules, 
(he following Schedule shall be substituted, namely 

“SCHEDULE-M 

(Sec Rules 71, 71-A, 74. 76 and 78) 

Good manufacturing Practices and Requirements of 
Plant and Equipment: 

Note;—To achieve the objectives listed below, 
each licensee shall evolve methodology and 
procedures which should be documen¬ 
ted and kept for refercucc and inspection. 


EXTRAORDINARY [Part ID St'r, 3(i)l 

PART-r 

GOOD MANUFACTURING PRACTICES 
I. FACTORY PREMISES 

1.11. GENERAL PROVISIONS 

1.1.1. Location and Surroundings.—The factory 
sliall be situated in a place which shall not be adja¬ 
cent to an open sewage, drain, public lavatory or any 
factory which pxoducc.s disagreeable or obnoxious 
odour or fumes or large quantity of soot, dust or 
smoke. The factory shall be located in a sanitary 
place remote from filthy surroundings. 

1.1.2. Buildings.—The buildings used for the fac¬ 
tory shall be constructed so as to permit production 
of drugs under hygenic conditions. They shall con¬ 
form to the conditions laid down in the Factories Act 
1948 (63 of 1948). 

The premises used for manufacturing, processing, 
packaging, labelling and testing purposes shall be, 

(i) compatible with other manufacturing ope¬ 
rations that may be carried out in the 
same or adjacent premises; 

(ii) adequately provided with the working .space 
to allow orderly and logical placement of 
equipment and materials so as to, 

(a) minimise the risk of mLx-up between 
different drugs or with component,s, and 

(b) control the po.ssibility or cross contamin¬ 
ation by other drugs or substances and 
minimise the risk of omission of any 
manufacturing or control step ; 

(iii) designed and constructed to prevent entry' 
or insects and rodonts. Interior surface 
(walls, floors and ceilings) shall be smooth 
and free from cracks, and permit easy clear¬ 
ing and disinfection; 

(iv) provided with a adequate lighting, heating 
and ventilation and if necessary air condi¬ 
tioning required to maintain a satisfactory 
temperature and relative humidity tliat will 
not adversely affect the drug during manu¬ 
facture and stcr.'igc, or the accuracy of 
the functioning of the laboratory instru¬ 
ments; 

(v) provided with under-ground drainage sys¬ 
tem in the proccs.sing area as far as possible. 
The sanitary fittu’gs and electrical fixtures 
in die manufacturing area shall be con¬ 
cealed and ventilation and air inlet points 
should be flusheJ with the wall. 

1.1.3. Water Supply.—The water used in maiuifac- 
t'jTC shall be pure and of ,a drinkable quality, free 
from pathogenic micro-organisms. 

1.1.4. Disposal of water,—Waste water and other 
residues from the laboratory which might prejudicial 
to the workers dr to public health shall he disposed 
of after suitable treatment to render them harmless. 
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1,2. SPECIAL PROVISIONS 

For special purposes, involving the manufacture of 
sterile drugs, separate enclosed areas specilically des¬ 
igned for the purpose shall be provided. These areas 
shall be provided with air locks for entry and shall 
be essentially dust free and ventilated with an air 
supply through bacteria retaining filters (HEPA fil¬ 
ters), at a pressure higher than in the adjacent areas. 
The filters shall be checked for performance on instal¬ 
lation and periodically thereafter, and records there¬ 
of shall be maintained. All surfaces in manufacturing 
areas are required to be designed to facilitate clean¬ 
ing and disinfection. Routine microbe counts of all 
sterile areas arc required to be carried out before 
and during manufacturing operations. The results of 
such counts shall be checked against established 
house standards and records maintained. Operations 
like filling and sealing shall be carried out under la¬ 
minar flow work station. Access to the manufactur¬ 
ing area shall be restricted to minimum number of 
authorised personnel. Special procedures to be follow¬ 
ed for entering and leaving the manufacturing area 
shall be written down and displayed. 

For the manufacturing of drugs that can be steri¬ 
lised in their final containers, the design of the 
areas shall preclude the possibility that products in- 
tented for sterilization could be mixed with or taken 
to be products already sterilised. 

2. WORKING SPACE AND STORAGE AREA 

The manufacturer shall provide adequate working 
space (manufacture and quality control) and adequate 
room for the orderly placement of equipments and 
materials used in any of the oircrations for which it 
is employed so as to minimise or eliminate any risk 
of mbeups between different drugs, raw materials, 
and to control the possibilities of cross contamination 
of one drug by another drug that is manufactured, 
stored or handed in the same premises. 

There shall be adequate space in storage areas for 
materials “under test”, "approved” and “rejected’ 
with arrangements and equipment to allow dry, clean 
and orderly placement of stored materials and products 
wherever necessary under controlled temperature 
and humidity. 

3. HEALTH CLOTHING AND SANITATION OF 

WORKERS 

All the personnel including temporary staff who 
come into direct contact with the products including 
raw materials shidl undergo periodic health check-up. 

All areas shall be free from contagious or obno¬ 
xious diseases. Their clothing shall consist of white 
or coloured material made up of cotton or synthetic 
fabric suitable to the nature of work and climate and 
shall be clean. 

Just before enfry to the manufacturing area, there 
shall be a change room (minimum 8 sq. metre area) 
separate for each sex with adequate facility for per¬ 
sonal cleanincss, sudi as clean towel» or hand dryers 
soap, disinfactant and hand scrubbing brushes so that 
all the personnal change their atreet clothes and wash 
and wear clean factory uniform and footwear before 


entering the manufacturing area and analytical labora¬ 
tory. For all workers engaged in filling and sealing 
of containers of sterile preparations suitable sterile 
gowns', headgear, masks made of synthetic fabric .shall 
be provided to cover the nostrilc and mouth during 
work. 

4. ALL MEDICAL SERVICES ; 

The manufactuL'er shall also provide, 

(a) Adequate facilities foe first aid; 

(b) Medical inspection of workers at the time 
of employment and periodical check up 
thereafter once in a year, with particular 
attention being devoted to freedom from 
infectious conditions and records thereof 
.shall be maintained; and 

(c) Facility for yaccination or other exigencies. 

The licences shall provide the services of a quali¬ 
fied physician for assessing the health status of per¬ 
sonnels involved in the manufacturing and quality 
control of drugs. 

5. SANITATION IN THE MANUFACTURING 

PREMISES : 

(i) The manufacturing area .shall not he utOiscd 

for any other purpose; 

(ii) The manufacturing premises .shall be main 
tained clean and in an ordinarily manner, 
free from accumulated waste, dust, daoris 
etc; 

(iii) Eating, smoking or any unhygienic pracliees 
shall not be permitted in the manufacturing 
area; 

(iv) The manufacturing area shall not be used 
for general thoroughlaj's for personnel or 
for storage of malerlals except for material 
being processed ; 

(V) A routine saiiitatiou irrogrannnc .shall be 
drawn up and observed, which shall be pro¬ 
perly recorded and which shall indicate. 

The licensee shall have a written Progranmie on 
sanitation indicating:— 

fa) specific areas to be cleaned and cleaning in¬ 
tervals. 

(b) cleaning procedures to be followed, includ¬ 
ing equipment and materials to be u.scd for 
cleaning; and 

(c) personnel assigned to and responsible for 
cleaning operations. 

Records of compliance in respect of sanitation shall 
be maintained for inspection. 

6. EQUIPMENT: 

6.1 Equipment used for the manufacture of drugs 
shall be constructed designed, installed and maintain¬ 
ed to, 

(i) achieve operational effcccieney to attain tlie 

desired quality; 

(ii) present physical chemical and physioehemi- 
cal changes through surface contacts; 
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(iii) prevent contact of any substance required 
for the opcraion of the equipment; 

(iv) facilitate thorough cleaning whenever ne¬ 
cessary; 

(v) minimise any contamination of drugs and 
their contamers during manufacture; 

(vi) minimise the risk of omission of a proces¬ 
sing step, such as filtration or sterlization. 

6.2(i) Specific written cleaning instructions for all 
equipment and utensils should be readily available 
and the operations are required to be familiar with 
them. 

(ii) Manufacturing equipment and utensils shall 
be thoroughly cleaned and if necessary ste¬ 
rilized in accordance with the written and 
specific instructions. When indicated all 
equipment should be dis-assembicd and tho¬ 
roughly cleaned to preclude the carry over 
of drug residues from previous operations! 
batches. 

(iii) The accuracy and precision of the equip¬ 
ment used for specific filling shall be check¬ 
ed and confirmed at regular intervals and 
records of such checks shall be maintained. 

(iv) The accuracy and prccific filling shall be 
checked confirmed and calibrated at regular 
intervals and the records of such checks 
shall be maintained, 

(v) Equipment usM for sterilization of drugs 
shall be filled with recording devices so as 
to monitor and avaluatc the performance 
of the equipment and shall be calibrated 
and checked at regular intervals. 

(vi) Where appropriate equipment are used for 
critical step in processing they shall be 
monitored by devices capable of recording 
the pertinent parameters or with alarm sys¬ 
tem to indicate malfunctions. These de¬ 
vices shall be calibrated and tested and 
records therwf shall be maintained. 

7. RAW MATERIALS : 

The licensee shall keCp an inventory of all raw ma¬ 
terials to be used at any sage of manufacture of drugs 
and maintain records as per Schedule U. 

All such materials shall be,— 

(i) identified and their containers examined for 

damage and assigned a control number. 

(ii) stored at optimum temperatures and Rela¬ 
tive Humidity during quarantine ; 

(iii) conpicuously lablelled indicating the name 
of the material, control No., name of the 
manufacturer and be specifically labelled 
“under test” or “approved” or “rejected”; 

(iv) systematically sampled by quality control 
pensonel; 

(v) tested for compliance with required stand¬ 
ards of quality; 


(vi) released from Quarantine by quality control 
personnel through written instructions; 

(vii) so stored that stock rotation is on the 
basis of first in and first out principle in 
the storage areas; 

(viii) so arranged that all rejected material are 
conspicuously identified and are destroyed 
or returned to the suppliers as soon as pos¬ 
sible and records maintained thereof. 

8. MASTER FORMULA RECORDS : 

The licensee shall maintain Master formula records 
relating to all manufacturing procedures for each pro¬ 
duct, which is prepared and endorsed by the compe¬ 
tent technical staff i.e. the head of production and 
quality control. 

The Master formula Records shall give— 

(i) the patent or propriotary name of the pro¬ 

duct alongwith the geneti cname, if any, 
and the dosage form; 

(ii) a description or identification of the 
final containers, packaging materials, label 
and closTires to be used; 

(iii) the identity, quantity and quality of each 
raw material to be used irrcs^ctive of whe¬ 
ther or not it appears in the finished pro¬ 
ducts. The permissible overage that may be 
included in a formulated batch to be indi¬ 
cated ; 

(iv) a description of ail vessels and equipment and 

the sizes used in the process; 

(v) manufacturing and control instructions along¬ 
with parameters for critical step, such as 
mixing, drying, blending, sieving, and sterili¬ 
zing the product; 

(vi) the theoritical yield to be expected from the 
formulation at different stages of manufac¬ 
ture and permissible yield limits; 

(vii) detailed instructions on precautions to be 
taken in manufacture and storage of drugs 
and of half finished products; and 

(viii) the requirements of in-process quality control 
tests and analysis to be carried out during 
each stage of manufacture including the 
designation of persons or departments res¬ 
ponsible for the execution of such tests and 
analysis. 

9. BATCH MANUFACTURING RECORDS 

The licensee shall maintain batch manufacturing 
record as per Schedule U for each batch of the drug 
produced. Manufacturing records ate required to 
provide a complete account of the manufacturing 
history of each batch of a drug showing that it has 
been nianufactured, tested, and analysed in accord- 
^ce with the manufacturing procedures and written 
instructions as per the master formula. 
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10. MANUFACTURING OPERATIONS AND 
CONTROLS 

(ij All manufacturing opi'rations and controls 
shall be carried out under the supervision 
of competent technical staff approved by 
the Licensing Authority. Each critical step 
in the process relating to the selection, 
weighing and racasuring of raw materials, 
addition during the process and weighing 
and measuring during the various stages 
shall be performed unde^ the direct perso¬ 
nal supervision of a competent technical 
staff. 

(ii) Products not prepared under aseptic conditions 
arc required to free from pathogens. 

fiii) The contents of all vessels and containens 
used in manirfacture and storage during vari¬ 
ous manufacturing stages shall be cons- 
picuonly labelled with the names of the 
product, batch No., batch size and stage 
of manufacture. Labels shall be attached 
to all mechanical manufacturing equip¬ 
ment during their operation with con¬ 
spicuous labels bearing the name of the 
product, batch No. and batch size. 

Precautions against contamination and mix-up 

The licensee shall prevent cross-contamination of 
drugs with scx hormones, coilicostcroide, B. lactam 
antibiotics antincoplastic drugs by appropriate met¬ 
hods which may include,— 

(a) Carrying out manufacturing operations in 

separate building of adequately isola'ting the 
operation by total enclosure within the 
building; 

(b) Using appropriate pressure differential in the 
process area; 

(c) Providing a suitable exhaust system ; and 

(d) designing a leminar flow sterils air systems 
for sterils products; 

(iv) The germicidal efficiency of UV lamps shall 
be checked and recorded indicating the 
burning hours. 

(v) The water for injection I.P. .'■hall be either 

used immediately, or stored to prevent mic- 
robiol growth at a temperture of not less 
than 80 °C in a jacketted stainless steel sto¬ 
rage tank. 

(vij Individual containers of liquid orals, paren- 
tcrals and opthalmic solutions shall be exa¬ 
mined against black and white background 
fitted with diffuse dlight after filling to en¬ 
sure freedom from contemination with 
foreign suspended matter. 

(vii) Finished tablets shal be inspected indivi¬ 
dually for presence of foreign matter besides 
any other defects, 


(viii) Expert technical staff approved by the 
Licensing Authority shall check and compare 
octual yield against theoretical yield before 
final distribution of the batch. 

All process controls as required under master for¬ 
mula card including room temperature, relative humi¬ 
dity, weight variation, disintegration time, mixing 
time, homogenicity of suspension, volume filled, lea¬ 
kage of clarity shall be checked and recorded. 

11. REPROCESSING 

(a) An investigation of the cause of process 

failure shall be carried out Changes in 
procedure to assure that the failure will 
not be repeated must be instituted before 
further batches are processed. 

(b) Product residue may be incorporated in to 
subsequent batches of products if permit¬ 
ted in the master formula. 

12. PRODUCT CONTAINERS AND CLOSURES 

(a) All containers and closures shall comply 

with the pharmacopocal requirements. 
Suitable specifications, test methods, clean¬ 
ing procedure and sterilisation procedure, 
when indicated, shah be used to assure 
that containers, closures and other com¬ 
ponent parts of drugs’ packages, are suitable 
and they are not reactive, additive, adsorp¬ 
tive, absorptive or leach to an extent that 
significantly affects the quality for purity 
of the drug. 

(b) Whenever bottles are being used, the writ¬ 

ten schedule of cleaning should be laid down 
and followed. Where bottles are riot dried 
after washing, they should be rinsed with 
deionised water or distilled water. 

13. LABELLING AND PACKING 

U) Labelling and packing materials including 
leaflets should bj stored, haudlcd and ac¬ 
counted in such a way to ensure that batch 
packaging materials and leaflets relating to 
different products do not become intermix¬ 
ed. Access to such materials .should be res¬ 
tricted to authorised personnel only. 

(ii) Prior to issue, all labels for containers, car¬ 
tons and boxes and all circulers, insert and 
leaflets shall be examined and released as 
sati.sfactory for use by the quality control 
personnel. 

(iii) To prevent packaging and labelling errors. 

a Imown number of labelling and packaging 
units shall be issued and if required coded 
Such issues shall be made against a written 
signed request which indicates the quantitj 
and the types required. 

(iv) Prior to packaging and labelling of a giver 

iiatch of a drug it mu.st be ensured ilmi Iht 
batch has been duly tested, approved anc 
released by the quality control personnel. 
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lx) to examine returned drugs as to whether such 
drugs should be released, reprocessed, or 
destroyed. 


(v) Upon completion of the packaging and label¬ 

ling operation, a comparison shall be made 
between number of labelling and packaging 
of units issued and number of units labell¬ 
ed and packaged. Any significant or un¬ 
usual "discrepancy in the numbers shall be 
ciuefuHy investigated before releasing the 
final Batch. 

(vi) Unused coded and spoiled labels and packag¬ 

ing materials shall be destroyed. 

14. DISTRIBUTION RECORDS 

Records for distribution of drug shall be maintain¬ 
ed for distribution of finished batch of a drug in order 
to facilitate prompt and compkte recall of the batch, 
if necessary. 

15. RECORD'S OF COMPLAINTS AND ADVERSE 
REACTIONS , 

Reports of serious adverse reactions resulting from 
the use of drug along with the comments shall be in¬ 
formed to the conerned Licensing Authority. 

16. THE QUALITY CONTROL SYSXEM 

Quality Control Department : 

Every manufacturing establishment shall have a 
quality contrlol department supervised by approved 
expert stair directly responsible to the management 
but independent of other departments. The quality 
control department shall control all raw materials, 
monitor all in-process quality checks asd contro the 
quality and stability of finished products. 

The quality control department shall have ihe fol¬ 
lowing principal duties ;— 

(i) to prepare detailed insciuctions, in v,riling, 

for carrying out each test and analysis; 

(ii) to rolea.se or reject each batch or starting 
material; 

(iii) to release or reject half-fiuished products, if 

necessary; 

(iv) to release or reject packaging and labelling 

materials and the final containers in which 
drugs are to be placed; 

fvj to release or reject each batah of finished drug 
that is ready for distribution; 

(vi) to evaluate the adequacy of the conditions 
under which starting materials, half-finish¬ 
ed products and finished drugs are stored: 

(vii) to evaluate the quality and stability of finish¬ 

ed dmgs and, when necessary, of starting 
materials and half-finished products: 

(viii) to establish expiry dates and .shelf-life specifi¬ 
cation on the basis of stability tesis relat¬ 
ed )o slurage condilions; 

(ixj to establish, and wlieu iiecessary revise, cont¬ 
rol procedures and specifications; and 


PART II 

REQUIREMENTS OF PLANE AND EQUIPMENT 

1. The following equipment is recommended for 
the manufacture of Ointments, Emulsion or Lotions 
and Suspensions 

(1) Mixing tauki- 

(2) Kettle, steam, gas or electrically heated, 

(3) A suitable power-driven mixer. 

(4) Storage tanks. 

(5) A coEoid mill or a suitable emulsifier. 

(6) A triple roller mill or an ointment mill. 

(7) Liquid filling equipment. 

(8) Jar or tube filling equipment. 

An area of thirty square meter is recommended 
for the basic installations. 

2. The following equipment is recommended foi 
Ihe manufacture of Syrups, Hlbdrs tind Soltitions,— 

(1) Mixing and storage tanks. 

(2) Portable mixer. 

(3) Filter press or other suitable filtering equip¬ 

ment, such as metal filter or sparkler filter. 

(4) Vacuum or gravity filter. 

(5) Water stil] or Deioniser. 

(6) Pilfer proof cap sealing machine. 

(7) Clarity Testing Inspection Table. 

An area of thirty square metres is recommended 
for basic installations. 

3. Equipment for the manufacture of pills in com¬ 
pressed tablets, Hypodermic tablets . 

For effective operation, the tablet production de¬ 
partment shall be divided into three distinct and 
separate section ;— 

(a) Cranulatiug Section. 

(b) Tablcting Section. 

(c) Coating Section. 

The following equipment is recommended in each 
of the three sections. 

(а) Granulating Section : 

(1) Disintegrator. 

(2) Powder Mixer, 

(3) Mass Mixer. 

(4) Granulator. 

(5) Ovens, thermostatically controlled. 

(б) Tableting Section ; 

(1) Tableis niachmc, single punch or rotai'y. 

(2) Pill machine. 

(3) Punch and dies storage cabinet. 
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(A) TgbM count<■’■- 

(51 tablet Tu'-pcctiou belt. 

(6) Jii-proccss testing equipment like Hardness 
tester, accurate weighting balance and Dis¬ 
integration lest apparatus. 

The Tablcting Section shall be free from dust and 
floating particles. For this purpose, it is desirable 
that each tablet machine is connected cither to an 
exhaust system or isolated into cubicles. 

(c) COATING SECTION : 

(1) Jacketed Kettle, steam, gas or eleclrically 

heated for preparing solution. 

(2) Coating pan. 

(3) Polishing pan. 

(4) Heater and Exh.aust system. 

(5) Air conditioning' and Dehumidification ar¬ 
rangement. 

The coating section shall be made dust-free and 
suitable exhaust provided to remove excess powder 
and the fumes resulting from soit'ent evaporation. An 
area of (thirty square metres) for each of the above 
three sections is recommended for basic installations. 

The manufacture of Hypodermic Tablets shall he 
conducted under aseptic conditions in a separate air- 
conditioned room-, the walls of which shall be smooth 
and washable. The granulation!, tableting and pack¬ 
ing shall be done in this room, 

4. The following equipment is recommended for 
the manufacture of powers ;— 

(1) Disintegrator. , 

(2) Mixer, 

(3) Sifter. 

(4) Stainless steel vessels and scoops of suitable 
materials. 

(5) Filling equipment. 

In case of operation involving floating particles of 
fine powder of dust, a suitable exhaust system shall 
be provided. Workers .should be provided wiih suit¬ 
able masks during operation. 

An area of thirty square meters is recommended 
to allow for basic operation. When’, the actual pow¬ 
dering is to be done on the premises, an additional 
room shall be provided for the purpose. 

.5. The following equipment is recommended for 
filling of Hard Gelatin Capsules —- 

(1) Mixing and blendmg equipment. 

(2) Capsule filling units. 

(3) Capsules counters. 

An,area of twenty five square uiotres is recommen¬ 
ded for the basic installations for capsules filling. The 
room .shall be air-conditioned and also debuidified 
wherever necessary. 

In case of operations involving floating particles of 
fine powder of dust a suitable exhaust svsieni shall 
be prn\'idcd. 


' 6, The following equipment is rctommeuiled toi 
the manufacture ol Surgical TJrossing other than Ab- 
soxhent Colton Wool : — 

(1) Rolling machine, 

(2) Trimming machine. 

(3) Cutting equipment. 

(4) Folding and pressing machine for gauze, 

(5) Mixing tanks for processing medicated dres¬ 
sings. 

(6) Hot aif dry ovens, 

(7) Steam steriliser or dry heat steriliser. 

An area of thirty square metres' is recommended to 
shal be carired out in an air-conditioned room under 
allow for the basic installations. In case medicated 
dressings arc to be manufactured, another from with 
an area of thirty square meters shall be provided. 

7. The following equipment is recommended for 
manufacture under aseptic conditions of Eye-Oint¬ 
ment^ Eye-lotions and otlier i^reparations for exter¬ 
nal use ;— 

(1) Hot air oven electrically heated with ther¬ 

mostatic control. 

(2) Kettle, gas or electrically heaU'd with suit¬ 

able mixing. 

(3) Calloid mill or ointment mill, 

(4) Tube filling equipment. 

(5) Mixing and storage tanks of slainles.s steel 

or of other suitable material. 

(6) Sintered glass funnel, Scilz filter or filter 

candle. 

(7) Liquid filling equipment. 

(8) Autoclaves. 

An area of twenty five square meters is recommen¬ 
ded for basic installations. The manufacture and fil¬ 
ling shall be carried out in an air-conditioned roof 
under aseptic conditions. The room shall be further 
dehumidified if preparations containing antibiotics 
a PC manufactured. 

8. The following equipment is recommended for 
manufacture of Dessarics and Suppositories 

(1) Mixing and puring equipment. 

(2) Moulding equipment. 

An area of twenty square metres is recommended 
to allow for the basic installations. 

9. In case of pessaries jnanufactured by granulation 
and compression if the licensee does not have a tablet 
section, a separate area of thirty square meters and 
the following equipment is considered necessary :— 

(1) Mixer, 

(2) Granulator, 

(3) Driver, 

f4) Compressing mnehine. 

(5) Pessary and tablet counter. 
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10. The following equipment is recommended fot 
hianilfdcture of Inhalers and Vitrallae ;— 

(1) Mixing equipment. 

(2) Graduated delivery equipmen" for measure ■ 

ment of the medicament. 

(3) Scaling equipment. 

An area of twenty square meters is lecommendcd 
for the basic installations. 

11. The following equipment is recommended for 
the repacking installations of drugs and pharrnnceiiti- 
cais chemicals ;— 

(1) Sifter. 

f2) Stainless steel r,coops and vassels. 

(3) Weighing and measuring equipment. 

(4) Filling equipment. 

An area of thirty square-metres is recommended 
for basic packing operations. 

In case of operations involving floating particles 
of fine powder or dust a suitable exhaust system 
should be provided. 

12. Requirements of the manufacture of Parenteral 
Prepalations ;— 

The whole process of the manufacture of parenteral 
preparation may be divided into the following sepa¬ 
rate operations .— 

(a) Preparations of the container ;—This in¬ 

cludes cutting, washing and drying and ste¬ 
rilisation of ampoulc’', or vials prior lo 
iilling. 

(b) Preparation of solution :—This includes 

preparation and filtration of .solution. 

fc) Filling and sealing :—This includes filling 

and sealing ol ampoules or filling and capp¬ 
ing of vials. 

(d) Sterilisation, 

fe) Testing. 

The followiiif; equipment is recommemlcd ;— 
Manufacturing Area : 

Cn Storage equipment for ampoules and vials. 

(2) Ampoulc ana drying equipment. 

(3) Dust proof storage eabincts 

(4) Water S'ill. 

(5) Mixing and preparation tanks or other con¬ 
tainers. 

The tanks or comainers shall be made of either 
glass or such material as will not react with the 
liquid._ __ __ 

(6) Filtering equipment. 

(7) Hot Air steriliser 
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Aseptic filling and sealing roernl— 

(8) Benches for filling and scaling, 

(9) Bacteriological filters. 

(10) Filling and sealing unit under laminar flow 

work stations. 

Genera] Room 

(11) Inspection table. 

(12) Leak testing equipment. 

(13) Labelling and packing banches. 

(14) Storage equipment including cold .ftorage and 

refrigerators, if necessary. 

An area of six^y square metres partitioned into suit¬ 
ably sized cubicles with air lock arrangements, is re¬ 
commended for the basic installation: 

NOTE 1.—The nbnve reauirements of <he Sche¬ 
dule are made subicct to modifications at the discre¬ 
tion of the Licensing Autlioritv, if he is of the opinion 
that having regard to the nature and extent of the 
manufacturing operations it is necessary to relax or 
alter them in the circumstances of a particular cases. 

NOTfe TI.—Schedule M gives equinments and soace 
required for certain categories of drugs only. There 
arc. addition, other caiiHwt'cs of drugs such as basic 
drugs, miscellaneous pharmaceuticals, such as Far- 
’^rief Ammonieilmr. Polassilim Qitras. Gevierine, 
Paraffine. Oxygen vtas. Disinfectant Fluids, Mechani¬ 
cal contraceptives, suigicnl cotton and tinctures, Aero¬ 
sols etc, which are not li.sted in this Schedule, The 
Licensing Authority shall, in resnect of such catego¬ 
ries of rugs, have the discretion 'o examine tbe ade- 
on.acv or otherwisf' of factory premises, space, plant 
and machinery and other requisites, having regard to 
the nature and extent of the manufacturing opera¬ 
tions involved and direct the man'ifaciurcr to carrv 
puf necessary modifications in them and on the inodi- 
fica'ion having been made approve the manufacture 
of such categories of drugs. Any drug as permied to 
be manufactured bv the Lfe.msing Anlhop'tv shall be 
deemed to be additional category of drug for the pur¬ 
pose of this Schcih'lc and sub-rule (5) of rule 69." 

7 For the exisring Schedule-U to the said Rules 
the Schedule shall be substituted, name¬ 
ly 

‘SCEIEEfULE-U 

(See Rules 74, 74A, 74B, 78, and 78-A) 

1. PARTrCUl.ARS ro BE SHOWN IM 
MANUFACT' IRTNG RECORDS 

A. SUBSTANCES OTHER THAN PAKENTER¬ 
AL REPRESENTATIONS IN GENERAL 

1. Serial Number. 

2- Name of the product. 

3. Reference of Master Formula Records. 

4. Lgt'Batch Size, 
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5. LqtlBfltt^h Numjaer. 

6. Date of commencemenL of Manufacture and 

date of completion of manufaorure and the 
.^ignpd ,<^t^. of expiry. 

7. Name of all ingredients, specification, quan¬ 

tities - required for the lot| Batch size and 
quantity) hgtiially used. All weighings and 
initialltd by him and shall be counter check¬ 
ed and signed by the competent technical 
staff, under whose personal supervision the 
ingredients are used for manufacture. 

8. Central reference|Batch Numbers and Analy¬ 

tical repbitTnumbers of raw materials us^ 

, in the formulation. 

9. Date, time and duration of mix’rg. 

10. Details^ of; environmental controls like Room 
^ temperature. Relative Humidity. 

Ijl. Date of papulation wherever applicable. 

12. Thodritioal weight an Actual weight of gra- 

nulesjpowcr blend. 

13. Records of in-process contrcls (Periodically 

whenever ncce.ssary) 

(a) Uibfqrmity of mixing. 

(b) Moisture content of granules [powder in 
case of Tab’etjCapsules. 

(c) PH of solution in case of liquid. 

(d) Weight variation. 

(e) Disintegration time. 

(f) , Hardness. 

(g) I^eak test in case of strip packing. 

(h) filled volume of liquids. 

(k) Quantity of tablets [capsules in the final 
coulainer. 

(i) Content of ointment in the filled con¬ 
tainers. 

14. Date of compression in case of Tabietsldatc 

of fining in case of capsules. 

'i-. 

15. Date of scaling[coating[polishing in case of 

^ , capsules [tablets wherever applicable. 

16. Reference to analytical Report Number stating 

the result of test and analysis. 

17. Separate records of the disposal of the rejec¬ 

ted batches and of batches withdrawn from 
the market. 

18. The theoritical yield and actual production 

yield and packing particulars indicating the 

size and quan'iiv ot hniilu'd pat kings. 

19- Specimen of label[strip, carton with batch 
coding information like Batch Number, 
date of manufacture, date of expiry retail 
price as applicable, stamped thereon and 
inserts used in the finished packing. 

20. Signature with date of competent technical 
st^responsible for the manufacture. 
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21. Counter signature of the head of the testing 

unit or other approved person-in-chargb of 
testing for having verified the batch records 
and for having released the baldi foi sale 
and distribution, the quantity released and 
date of release. 

I', 

22. Date of release of finished packing and quan¬ 

tity released for sale an,d distribution. 

23. Quantity transferred to warehouse. 

24. For Hypodermic tabletsj and ophthalmic pre- 

pa'ratioris, which are purred to be manu¬ 
factured under aseptic honditiohs, records 
shall be" maintained indicating the precau¬ 
tions taken during the,process of manufac- 
, tnre id insure that aseptic conditions are 
maintained. 

B. PARENTERAL PREPARATIONS 

1. Serial Number. 

2. Name of the product. , 

3. reference of the master formula record. 

4. Batch[Lot size. 

5. Batch No. and|or Tot No. 

6. Dale of commcncejnent of manufacture and 

date of completion... 

7. Name of all ingredients, specifications and 

quantity required for the Lot|Batch size and 
quantity actually. used. AH'weighings and 
measurements shall be carried out by a 
resptvnsibic person and initialled by him and 
•shall be cuuincrsigncd ihe tecimiral 
staff under' whose/ personal supervision the 
stocks ate issued and by another competent 
tcchni^l staff (.under whose supervision the 
ingredients arc .qsed for manufacture. 

8. Control reference [Batch numbers and Analy¬ 

tical record .nanrber of raw materials used 
in the formulatipp. 

9. Date, time and duratioq,of mixing. 

10. Dejoiis tif environmental controls like tempe- 

ratoi'e, btunldity, microbial count in the 
sterile working arqas, 

11. PH of the solution, wficrever applicable. 

12. Elate and metho.d cf filtration. 

13. S'teriiity test, Preference on bulk batch where¬ 

ver applicable,.. 

14. Record of check on volume filled. 

15. Date of filling,, 

16. Records of tesf^.,employed;— 

(h) efSsfiiS that sealed ampoules are leak 

proof. 

(b) To-”'check the presence nf foreign 
particles, 

(4 Pyregea tes^ vy^hgrever applicable. 

(d) toxicity test wherever applicable. 
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17. Record of checking of instrument and appa¬ 

ratus for sterilisation (Indicators) 

18. Records of cleaning and sterilisation of con¬ 

tainers and closures, if necessary. 

19. Records of sterilisation in case of parenteral 

preparations which are heat sterilised in¬ 
cluding particulars of time, temperature and 
pressure employed. Such records should 
be marked to relate to the batch sterilised. 

20. Number and size of ronfaiiier filled and 

quantity rejected, 

21. The critical yield and actual yield and the 

percentage yield thereof. 

22. Reference to Analytical report numbers stat¬ 

ing whether of standard quality or other- 
wke. 

23. Specimens of label cartons with batch cod¬ 

ing information like Batch Number, date 
of manufacture, date of expiry, maximum 
retail price, as applicable, stamped thereon, 
and inseltsi used in the finished packaging. 

24. Signature with date of the competent tech- 

nioal staff responsible for manufacture. 

25. Particulars regarding the precautions taken 

during the manufactue to ensure that asep¬ 
tic conditions are maintained. 

26. Counter-signature of head of the testing unit 

or person in charge of testing for having 
verified the documents and for having re¬ 
leased the product for sale and distribution, 
the quantity released and date of release. 

27. Records for having transferred to warehouse 

giving packings and quantities. 

28. Separate records of the disposal of the reject- 

^ batches and of all batches withdrawn 
from the market. 

29. Records or reprocessing if any and particu¬ 

lars of reprocessing- 


IT Records of Raw Materials 

Records in respect of each raw material shall be 
maintained indloating the date of receipt, invoice 
number, name and address of manufacturcrjsupplier, 
batch number, quantity received, pack Size, date of 
manufacture date of expiry, if any, date of analysis 
and relcase|rejection by quality control, Analytical 
report number, with spedal remarks, if any, quantity 
issued, date of issue and the particulars of the names 


and batch numbers of products for the manufacture 
of which issued and the proper disposal of the stocks. 

Note :—The Drugs and Cosmetics Rules, 1985, as 
amended upto 1-5-1979, it contained in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) 
containing the Drug and Cosmetic Act and 
the Rules (PDGHS 61). Subsequently the 
said rules have been amended by the fol¬ 
lowing Notifications published in Part-II, 
Section 3(i) of the Gazette of India, name¬ 
ly 

1. G.S.R. 1241 dated 6-10-1979 

2. G.S.R. 1242 dated 6-10-1979 

3. G.S.R. 1243 dated 6-10-1979 

4. G.S.R. 1281 dated 12-10-79 

5. G.S.R. 430 dated 19-4-80 

6. G.S.R. 779 dated 26-1-80 

7. G.S.R. 540(E) dated 22-9-80 

8. G.S.R. 680(E) dated 5-12-80 

9. G.S.R. 681(E) dated 5-12-80. 

10. G.S.R: 682(E) dated 5-12-80 

11. G.S.R. 27(E) dated 17-1-81 

12. G.S.R. 478(E) dated 6-8-81 

13. G.S.R. 62(E) dated 15-2-82 

14. G.S.R. 462(E) dated 22-6-82 

15. G.S.R. 510(E) dated 26-7-82 

16. G.S.R. 13(E) dated 7-1-83 

17. G.S.R. 318(E) dated 1-5-84 

18. G.S,R. 331(E) dated 8-5-84 

19. G.S.R. 460(E) dated 20-6-84 

20. G.S.R. 487(E) dated 2-7-1984 

21. G.S.R. 89(E) dated 16-2-1985 

22. G.S,R. 788(E) dated 10-10-1985 

23. G.S,R. 17(E) dated 7-1-1986 

24. G.S.R. 1049(E) dated 29-8-1986 
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